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PROCEEDI NGS

(2: 06 p.m)

CHAI RMAN  CARMONA: Thank you all for
bei ng here.

Il'"'m Dr. Richard Carnona. l"'m the U S
Sur geon Gener al .

l'"d like to welcone you to the second
listening session of the Task Force on Drug
| nportation. Today we wi || hear from
representatives to di scuss phar maceuti ca
devel opnment and di stribution.

As you know, the safety and efficacy
guestions related to inporting prescription drugs
into our country are very inportant to public
health. Secretary Thonpson fornmed this Task Force
to explore whether and how drug inportation m ght
be conducted safely and its potential inpact on the
health of American patients, nedical costs, and the
devel opnent of new nedi ci nes.

Toget her this Task Force and the
st akehol ders we are consulting will research and
expl ore whether prescription drug inportation can
be done safely and effectively, and if so, what
resources are needed.

Qur mssion outlined in the Medicare

Prescription Drug | nprovenent and Moderni zati on Act
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of 2003 is to determ ne whether there is a safe
structure for prescription drug inportation.

| was again reassured this week that we
have the full support of the Wite House and the
Secretary to take any steps necessary to fulfill
t hat m ssion.

Qur first listening session on March

19th was with consuner and advocacy groups. Those

presenters of fered usef ul background and
suggestions, and | thank them not only for their
t hought f ul present ati ons, but also for their

responses to our follow up questions.

As | did at our first session, | want
to promse all of the presenters today and in the
future listening sessions the opportunity to be
hear d. | expect this process to be conpletely
transparent with frank, open, and honest di scussion

about the health inplications of drug inportation.

| expect that the diverse ideas will be presented
and | ask everyone to be respectful of that
di versity.

This Task Force is, first and forenost,
about the facts and the science, and we will go as
far as the facts and the science |ead us. | thank
everyone in advance for keeping this in m nd.

These i stening sessi ons wil | be
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conducted in an organized manner in an effort to

produce the best information possible. Each
presenter will have up to five mnutes for opening
remarks. After all presenters on the panel have

concluded their statements, the Task Force nenbers
may follow up with some questi ons.

| ask each presenter to please be
m ndful of the five mnute limt for presentations
so that we can insure that everyone has equal
opportunity to be heard.

In addition, the Task Force wll

wel cone all witten and supporting materials that

parties would like to submt. Those materials,
along with the transcript of each |Ilistening
session, will be available to the public.

The Departnment of Health and Human
Services has developed a Wb site for the Task
Force that can be reached through www hhs.gov. W
have received good response at that site from
i ndi vidual s who want to nmake presentations at the
Task Force neeting on April 14th, which is the
public nmeeting, and HHS extended the deadline for
registration through April 6th.

Wth that, let's get going with today's
business, and 1'd like to welcome the first panel

of presenters, and why don't we start fromny |eft
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then with M. Mark Parrish

MR. PARRI SH: Good afternoon, M .
Chairman and nenbers of the Task Force. | thank
you for inviting me to participate in today's
i mportant round table.

My name is Mark Parrish, and |I'm the
Executive Vice President of Cardinal Health, a
health care products services and distribution
conpany. However, | am here today in ny role as a
menmber of the Board of Directors and Executive
Comm ttee of the Healthcare Distributors Managenent
Associ ati on.

HDMA is a national trade association
representing full service distribution conpanies
responsi ble for insuring that billions of units of
nmedi cation safely nmake their way to tens of
t housands of retail pharmacies, hospitals, nursing
homes, clinics, and other provider sites across the
United States.

Since product integrity and patient
safety are HDMA's nost inportant priorities, |'m
honored to have this opportunity to highlight our
perspectives on this extrenely inportant study.
VWhen considering inportation, | think we can all
agree that the nost inportant consideration is to

i nsure patient safety.
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Wth that shared goal in mnd, we
believe that there are three key areas that any
approach to inportation nust address.

First is product authentication. VWhen
our citizens order their nedication, it nust be
assured that they receive the drug in the exact
specification their physician requires. Thi s
sounds si mpl e; yet product s are pr oduced
differently for di fferent mar ket s based on
differing st andar ds, in addi tion to | ega
differences in same brand nane pharmaceuticals. W
know that counterfeiting is a nuch nore pervasive
crimnal activity outside the United States, and we
must protect against the effects of this insidious
practi ce.

The second area is product integrity.
VWen a patient is in need of nedication, there
should never be a question about the strength or
safety it possesses. We cannot allow a system to
be devel oped that does not properly address the
mul titude of factors that cause degradation of
phar maceuti cal s.

The third issue is the availability of
supply. There are significant challenges to insure
proper authentication and integrity of inported

phar maceuti cal s. Base on our experience, we would
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like to highlight several issues to be considered
by this Task Force.

First, authentication. It nust be
assured that any inported drug is the US.
formul ati on of the product made in a U S. approved
manuf acturing facility. To avoid any chance that
an inported product is counterfeit, substandard or
ot herwi se unsuitable for U S patients, it 1is
inperative to determ ne these two critical factors.

Product testing has been identified as
a neans to verify authenticity, but this nethod
will fall short if tests don't consider both the
active and inactive ingredients which mke up the
total formulation of the drug. To insure that
imported drug is the U S. approved fornul ati on nade
in a u. S. approved pl ant requires ei t her
certification from the manufacturer or analytical
testing for all of the inactive ingredients.

Simlarly, the active ingredient would
need to be certified, which would require a
conprehensive profiling of the inported product or
certification fromthe manufacturer.

In addition, since we know that
counterfeiting is a random event, to totally
protect against counterfeit drugs fromentering the

U.S. nmarket, every lot from every shipment would
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have to be tested, not just random sanpl es.

Considering the sophistication of the
testing and the frequency with which it would have
to be done, this would prove to be costly. VWi | e
the chall enge of authenticating inported supply is
significant, the second area to address, product
integrity, Is perhaps even nore conplex and
mul tifaceted. The supply chain both inside the
U S. and outside the U S. would need to be |inear.

This neans that product would have to flow from
manuf acturer to exporter to inporter to pharmacy in
order to verify the authenticity.

Mor eover, t here must be ri gorous
regul atory standards, registration requirenents,
and inspection progranms specifically designed to
insure all those engaged in exporting and inporting
pharmaceuticals, including Internet pharmacy, are
suitably qual i fied and possess t he skills,
infrastructure, and the interest to protect the
integrity of the supply chain.

Climte control, saf e handl i ng
practi ces, and strict adherence to t he
manuf acturer's specifications are just a few of the
i nport ant ways that whol esal ers  protect t he
integrity of the U. S. drug supply.

In addition to product efficacy, the
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third issue that nust be addressed is product
supply and demand. There will likely not be enough
products to neet the donestic demand under
i nportation. For exanmple, U.S. pharnmacists fill
about ten tinmes the nunmber of prescriptions as are
filled by their counterparts in Canada.

An environnment of strong demand wth
| ow supply from Canada or other approved exporting
countries would open the door for transshi pment of
prescription drugs from other areas of the world
and i kely attract di verted, counterfeit,
subpotent, or adulterated products.

In summary, with patient safety as our
paramount goal, if a decision to nove forward wth
importation is made, wholesalers with systens and
infrastructures in place to protect product
integrity and detect and deter counterfeit drugs
woul d be best equipped to maintain the safety and
security of the national drug supply.

As |1've said during my remarks, there
are significant challenges that nust be addressed
to insure the broad safety of inported products,
while maintaining the desired cost benefits for
CONSUMErs. Shoul d the FDA pursue inportation, the
three areas that | have outlined today, product

aut henti cati on, pr oduct integrity, and
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avai lability, must be thoroughly addressed.

There are many other factors that wll
al so need eval uation. | have focused ny comments
on the nost significant today.

CHAI RMAN CARMONA:  Thank you very nuch,
sir.

Next we have M. Paul Julian from
McKesson.

MR.  JULI AN: M. Chai rman and nenbers
of the Task Force on Inportation, ny nane is Paul
Julian, and | am President of MKesson Supply
Sol uti ons.

McKesson comrends t he agency for
undertaking a study of drug inportation, and we
appreci ate t he opportunity to share our
perspective.

McKesson is the |argest pharmaceuti cal
supply, managenent , and heal t h i nformation
technol ogy conmpany in the world. We are also the
| argest pharmaceutical distributor in North Anerica
t hrough our ownership of MKesson Canada, the
| eadi ng whol esale distributor in Canada, and our
equity holding in Nadro, a leading distributor in
Mexi co.

McKesson has strict policies and

procedures in place that both insure the safety of



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

14

the products we distribute and exceed the safety
requi renents of the countries in which we operate.
We source 99.5 percent of our products in the U S.
and 100 percent of our products in Canada directly
fromthe manufacturers.

McKesson has serious concerns that a
broad based inportation system may not assure both
product safety and cost savings to the Anmerican
consumer. However, it 1is possible that these
i ssues could be addressed through a narrow, cl osed
di stribution system

Under such a system pharmaceuti cal
distributors with appropriate technol ogy experience
and distribution networks on both sides of the
border could safely transfer products between their
di stribution centers in Canada and their
distribution centers in the United States.

To assure safety, these distributors
must source 100 percent of their products directly
from the manufacturers. Clearly, such a system
woul d depend on the availability of product in
Canada, the <cooperation of key nenmbers of the
supply chain, and the devel opnment of an allocation
system to insure equitable distribution to the
Ameri can public.

Of course, from our perspective, any



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

15

system that is developed has to be conpatible with
our commercial agreenents.

It is inmportant to recognize the U S.
demand for |ower priced pharmaceuticals will always
exceed the avail able supply from Canada or from any
ot her exporting country. This inmbal ance in denmand
wil | require an allocation system to insure
equitable distribution of the available inported
phar maceuti cal products.

McKesson recogni zes that any allocation
policy wll be highly controversi al and will
requi re government intervention.

If an inportation systemis devised, we
believe there are significant challenges that may
make it difficult to safely provide an adequate
supply of lower priced product.

To insure a secure and cost effective
supply chain, the Task Force nust address the
follow ng issues. The Canadi an governnment has
stated that it cannot guarantee the safety of drugs
shipped to the United States. At the same tine,
the U S. lacks the resources to adequately nonitor
products shipped directly to patients over the
bor der.

Act ual or alleged transshipment of

pr oduct t hrough Canada could result in the
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devel opment of a gray market that is difficult to
noni t or. Adequat e regul ations, crinmnal penalties
and supporting resources are needed to prevent the
shi pment through Canada of pharmaceutical products
that are inproperly stored or handl ed, subpotent,
expi red, adulterated, or counterfeit.

Appropriate testing of i mport ed
products my be required to insure safety and
potency. Should patient or product safety concerns
necessitate relabeling or repackaging of inported
products, additional costs will ensue.

The wuse of electronic technology to
track products in foreign countries would help to
insure that products are sourced in FDA approved
facilities and shi pped through |egitimte whol esal e
channels prior to the sale in the United States.

The effective inplenmentation of such a
system for inportation, however, poses significant
chal | enges. Phar maceuti cal manuf acturers nust
agree to tag products globally at the tine of
manuf acture and our internediaries nust adopt the
el ectroni c readi ng technol ogy.

Product recalls are currently initiated
by the manufacturer and facilitated by whol esal ers
and pharnmaci es. Most recalls are national in

scope, not gl obal.
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It will be necessary to establish a
process for recalls in the absence of a single
governi ng body that has jurisdictions on both sides
of the border.

There are al so addi ti onal costs
associated with inmported products. Canadi an price
controls exist for Canadian citizens, not for the
export mar ket . In a legalized inportation
envi ronnent between the U. S. and Canada, we expect
the prices at which Canadian entities sell to the
U S to rise as demand exceeds avail abl e supply.

Generic pharnmaceuticals are generally
| ess expensive in the Whited States than in Canada
and account for approximately 45 percent of the
unit volume of drugs consuned in the United States.

Under | egal i zed i mportation, consurmers may
ultimitely pay nore to inport a branded product
than they would for a donestic generic product that
is readily avail abl e.

Rei mbur senment for phar maceuti cal
products by third party payers wll need to be
t houghtfully addressed in any inportation system
It remains unclear as to what extent health
i nsurance and governnent payers, including CMS,
woul d rei mburse pharnmaci es and patients for foreign

secured product.
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The i mportation of phar maceuti ca

products is also likely to entail the assunption of

addi ti onal liability. W t hout regul ati ons
governing liability for inported product, it is
uncl ear who would bear liability for any adverse

drug events associated with products sold outside
their country of intended use.

I n concl usi on, gi ven our uni que
capabilities in Canada and the U S., we stand ready
to share our expertise to help the Task Force
better understand safety and cost issues associ ated
with drug inportation. McKesson is committed to
removi ng unnecessary costs from the health care
system as we insure the tinely delivery of safe,
cost effective products.

We remmin concerned about the safety,
cost, and allocation issues which we believe could
present significant barriers to the successful
i npl ementation of any inportation system

Agai n, thank you for providing us with
the opportunity to testify today, and | would be
happy to respond to any questi ons.

CHAI RMVAN CARMONA: Thank you, sir.

Qur next speaker, M. John Stinson.

MR. STINSON: Thank you, sir.

M. Chai r man, menbers  of the Task
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Force, ny nanme is John Stinson, and |I'm here today
representing t he Phar maceuti cal Di stributors
Associ ati on.

PDA is an associ ati on of smal |
prescription drug whol esalers. The three mjor
whol esal ers, national whol esal ers represented here,
di stribute 90 percent of the pharmaceuticals in the
United States. PDA represents the interests of
smal | er whol esalers who distribute regionally to
pharmacies, to specialty markets, and to other
di stri butors.

Smal | whol esal ers are an essential part
of the nation's pharmaceutical supply system and
are critical to conpetitive and efficient drug
distribution in the United States.

Wi | e PDA has never taken an aggressive
posture on the issues of drug inportation, our
menmbers believe that small whol esalers should be
involved in the devel opnents and any evol ution of
such changes in the law which will create a market.

W are concerned that the current
safety nets are not conpronm sed, and utnost, the
needs of the patient safety is considered.

Because nost manufacturers nmake the
sanme color, shape and dosage drug for the world

mar ket, those who attenpt to inmport drugs in the
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United States  nust exercise substanti al due
diligence to assure that the drugs they're
importing are the drugs manufactured and | abel ed
pursuant to new drug applications.

In this regard, inporters nust assure
that the drug being provided is the NDA approved
drug with appropriate |abeling, and not | abeling
i ntended for non-U. S. custoners.

In addition, inporters nust assure that
the drug packaging size, lot, and |ot nunbers
coincide with sizes and |ot nunmbers packaged and
| abel ed by manufacturers for the U S. narket.

Because inporters do not wusually buy
directly from manufacturers, it is often difficult
to assure that the drug they are buying has not
been repackaged from unapproved U.S. labeling into
U. S. | abeling.

In addition, because the transaction
hi story of the drug may not be ascertainable, it is
difficult to assure that the drug is the approved
new drug and not a counterfeit.

When prescriptions are inported into
the United States in wholesale quantities, it is
our understanding that FDA, working wth US.
Custonms checks to determne that the products are

not altered or m sbranded.
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In this regard, FDA my ascertain
whet her there is an NDA for the drug. Vhat we
bel i eve FDA does not do is ascertain whether there
is assurance that the drugs being inported are the
approved new drugs, as discussed above.

Therefore, such drugs have been
repackaged from foreign |abeling. They may not be
identified as unapproved new drugs as the drugs are
i npor t ed. The overall issues are conplicated, at
best.

Agai nst this background, the whol esale
i nportation of prescription drugs in the United
States is presently a perilous exercise. Any
changes to the current drug safety should be taken
wi th maxi mum care. PDA believes that any policy
decision to change the law to facilitate the
inportation or reinportation of prescription drugs
must involve |licensed prescription drug whol esal ers
and nmust require a controlled and regulated
envi ronnent where the integrity of inported drugs
can be confirmed and mai ntai ned.

PDA appreciates the opportunity to be
here today, and we | ook forward to discussing these
i ssues with you

CHAI RMVAN CARMONA: Thank you, sir.

Qur next speaker, Dr. Robin Koh, MT.
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DR. KOH: Thank you.

M. Chairman and nenbers of the Task
Force on Inportation, thank you for the opportunity
to brief you on a new automatic identification and
data capture technol ogy called Auto ID.

My nane is Robin Koh, and |I'm here in
the capacity of Director of Applications Research
at Auto ID Labs at MT.

The Auto ID Center was opened at MT in
Cct ober, 1999, to develop the infrastructure and
standards for a new (generation of automatic
identification and data capture technology to
replace the bar code. The center has designed,
built, tested, and deployed a gl obal infrastructure
| ayered on top of the Internet which makes it
possible to identify, track, and trace objects
around the worl d.

The Auto ID system is an intelligent,
ubi quitous infrastructure that automatically and
seam essly I|inks physical objects to the gl obal
| nt er net . This system networks physical objects
without human intervention or nmanipulation by
aut omat ed machi nes.

This is acconplished by integrating an
electronic radio frequency identification tag,

ot herwise known as RFID,  into the object. A



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

23

network of tag readers and |ocal data collection
and control systenms, called Savants (phonetic), are
used to automatically comunicate with the physical
obj ects and automate control applications.

The ubiquitous nature of the Auto ID
systemrequires that it be inexpensive to inplenent

relative to the benefits achieved by applications

that wutilize the systenms, such as supply chain
managenent . The extreme low cost required to
actually i mpl enent the system has been an

overriding constraint in the design of the auto ID
system The cost of tags for mllions of objects
is the dom nant cost of the system

Consequently, t he t ag costs and,
therefore, its functionality was mnimzed. The
resulting cheap t ag stores only a uni que
identifier, the electronic product code known as
EPC, for a particular object.

The unique object identifier is global
in scope and acts as a pointer to information

stored about the object sonewhere over t he

i nformati on network. A redirection service, the
object nanme service, is used in conjunction wth
the electronic product code to identify the

|l ocation of information and rel ated services for a

particul ar object. The object name service all ows
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for the location or locally available informtion,
as well as globally avail able information.

The information nust be stored in a
standard | anguage to enable true automation, which
is required in supply chains. The Auto ID system
utilizes an XM. based | anguage called the physica
mar k- up | anguage to standardi ze the description of

physi cal objects and their properties.

Therefore, t here are three maj or
conponents of the auto ID system the radio
frequency i dentification t ags, t he sof t war e

backbone of the system and the standards of the
t echnol ogy.

Securing t he phar maceuti cal supply
chain. Auto ID technol ogy enables two fundanental
supply chai n-wi de approaches to deal with
counterfeit dr ugs and drugs not fit for
consunpti on. Both of these approaches conpl enment
the ~current anti-counterfeit overt and covert
t echnol ogi es enpl oyed by t he phar maceuti cal
i ndustry.

First, Auto ID technology allows the
possibility of instant authentication for any drug
at any | ocation. This authentication process is
possi bl e t hr ough an i nformation t echnol ogy

infrastructure that spans the conplete supply
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chain. During the authentication process we woul d
be able to find out the nost current status of the
product, for exanple, whether it has been expired,
been recall ed, or discarded.

Second, Auto ID technology allows the
ability to do robust track and trace. Tracking is
defined as the control of a product as it noves
through the supply chain while tracing is the
building of a history behind a particular product.

Tracing is also comonly known as product
pedi gr ee.

In tracking product is accounted for
and passed on from one supply chain partner to the
next on a real time basis. This insures that goods
are accounted for throughout the supply chain and
end up where they are supposed to go. Devi ati ons
can be accounted for quickly and acted upon.

In tracing, the Auto |ID system can be
used to systematically access databases of all
conpanies or entities that have handled the
pr oduct . This helps wus build an electronic
pedi gree for that particul ar product.

The authentication track and trace
approach, as nentioned above, depend heavily on the
capability to wuniquely identify individual drugs

within the supply chain at the primary package
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The electronic product code is applied
to each primary package unit, and this is the basis
for mass serialization of pharmaceutical product.
Using bar code systenms to read and account for
billions of wunique identifiers is |I|aborious, and
RFI D hol ds out the prom se holds out the prom se of
a nore efficient technology to execute this nmss
serialization in the supply chain.

In conclusion, the Auto ID system hol ds
prom se of making pharmaceutical products in the
supply chain nmuch nore secure than they are today.

The EPC community and Auto ID |labs are conmtted
to doing all that 1is possible to renpve the
barriers to the w despread gl obal adoption of this
t echnol ogy.

Thank you, and we appreciate your
interest in auto ID

CHAI RMAN CARMONA: Thank you, Doct or.

Let's drop back now to M. Larry Kocot.

Thank you very nuch, sir.

MR. KOCOT: Thank you.

And | apol ogi ze for being |ate.

M. Chairman and nenbers of the Task
Force, ny nanme is Larry Kocot, and |I'm Senior Vice

Presi dent and General Counsel wth the National
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Associ ation of Chain Drug Stores (NACDS)

NACDS appreciates the opportunity to be
with you today to participate in this forum on
inportation. NACDS is a national trade association
representing nore than 207 chain pharmacy conpani es
operating nearly 32, 000 communi ty retail
phar maci es. Qur nmenbers dispense nmore than 70
percent of all out-patient retail prescriptions in
the United States.

The Medi car e Prescription Dr ug
| mpr ovenent and Moderni zation  Act gives the
Secretary the authority to inplenent a system for
the inportation of Canadian prescription drugs, but
only if he's first able to certify to the Congress
that it would be safe and cost effective. The act
contenplates two different methods of inportation
prescription drugs that should be distinguished and
eval uated separately in terns of their safety and
their cost effectiveness.

First, the act directs the Secretary to
consider certain factors in enforcing prohibitions
on individuals inporting prescription drugs and
al | ows t he Secretary to gr ant wai vers to
individuals to allow inportation for personal use.

Wi | e NACDS supports access to | ow cost

prescription drugs, NACDS is opposed to proposals
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that would encourage or facilitate the inportation
of prescription drugs by individuals.

Sinply put, there's no realistic way
right now for consumers to know whether the
i mported prescription nedications are adulterated,

counterfeit, or even approved for use in the United

St at es. As recent federal reports have shown and
the investigations have shown, mllions of packages
cont ai ni ng phar maceuti cal pr oduct s, many

m sl abel ed, contam nated, adulterated, counterfeit
or harnful controlled substances are being shipped
into the United States each year.

Patients assunme an incredible risk when
they shop internationally for drugs. As we have
f ound, many Canadi an or so-call ed Canadi an
pharmaci es are not what they advertise, and the
drugs are from questi onabl e sources.

If the drug is subpotent, adulterated,
or otherwi se ineffective, any savings that sonmeone
t hi nks that they may have received is lost, and the
noney i s wasted.

Addi tionally, individual inportation of
prescription drugs often elimnates a patient's
interaction with the pharnacist. This interaction
is inportant to insure that the patient understands

how to take the medication appropriately, and with
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no know edge of a patient's foreign purchases, a
patient's pharmaci st cannot protect the patient
froma harnful drug interaction or reaction.

The cost of hospitalization for a drug
event far exceeds any savings that a patient may
have realized on the purchase of a prescription
drug. | mportantly, patients in pursuit of cheaper
prescription drugs from Canada may m ss al t oget her
the fact that generic drugs are still nuch |ess
expensive on this side of the border.

Finally, there is broad econom c cost
that nust be considered when we send patients to
foreign countries for prescriptions. | mportation
schemes pronmote unfair conpetition against American
phar maci es. For exanple, foreign pharnmacies don't
pay U.S. taxes. Foreign pharmacies are not subject
to federal or state consuner protection |aws.
Foreign pharnmacies don't have to conply wth
stringent federal and state |icensure requirenments
and U.S. safety standards. Forei gn pharmaci es
don't face the frequent lawsuits that are an ever
growing threat in the United States to US.
busi nesses. Indeed, they often require custoners to
wai ve all liability, which we in American conpanies
cannot do and certainly wouldn't do.

Foreign pharmacies do not conmply wth
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the thousands of |aws and regul ations that apply to
U.S. pharmacies, such as the stringent HI PAA
privacy rules that protect patients against the
i nproper use and disclosure of their personal
health informtion. I ndeed, HHS recently told
NACDS that nany Canadian storefronts facilitating
i mportation are not even subject to HI PAA

As a result, no United States citizen

should have the false expectation that their

private nmedical records will not be sold or traded
on the international mar ket to unscrupul ous
mar ket ers.

The act also contenplates a system of
inportation by pharmacists to whol esalers. We
believe there are significant chal l enges to
i npl enenting a program of i nportation of

prescription drugs by pharmaci sts and whol esal ers.

For exanple, which parties wll bear
the liability if inmported drugs result in harmto
i ndi vi dual s? Pharmaci sts may not be able to accept
the liability that comes wth a program of
i nportation.

W are concerned that the testing,
tracking, and paper work requirenments of this |aw

could outweigh any cost savings. Some of this
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testing and record keeping information my be
difficult or inpossible for an inporter to obtain
or validate.

Mor eover, est abl i shi ng t he
infrastructure necessary to effectively and
efficiently operate an inportation program woul d
i npose significant start-up costs on the entire
pharmaceuti cal distribution system

The bottom line is that once the cost
of inportation is factored into the overall pricing
equation, we can't be certain that the price of
i nported nedications would be significantly |ess
expensive than prices for prescription nedications
in the United States. After all, the supply of
avail able drugs from Canada is relatively small.
I MS Health reports dollar sales for prescription
drugs in the United States totaled approxi mtely
$214 billion in 2003. According to I MS, Canadian
drug sales totaled about nine billion in 2003.

Therefore, assumng we'd |eave the
Canadians with some drug supply for their own
popul ation, the theoretically available cheaper
drug supply from Canada approximtes the nunber
substantially |less than nine billion.

To put this in perspective, CVS alone

could purchase all of the Canadi an drug supply and
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still not satisfy its prescription drug inventory
needs for one year.

Basic | aws of supply and demand dictate
one of two things will happen with the Canadian
drug supply if the United States inplenents a
system of drug inportation by American whol esal ers
and pharmaci sts. Ei t her prices wl]l rise
dramatically in Canada or Canadian supplies wll
turn to alternative foreign suppliers that would
i kely be unacceptable to the United States and its
pur chasers.

In either <case, inplenentation of a
successful United States inportation program would
likely be nmore costly than any theoretical savings
we could derive from buying up the entire Canadi an
drug supply.

It's unrealistic for U S. policy makers
to expect that the Canadian narketplace wll not
react to and adjust to formal expansi on  of
inportation fromthis country. It's our guess that
Canadi ans would take steps that would further
protect their drug supply to avoid shortages and
excessive price increases.

NACDS does not believe that |egalizing
inmportation is the answer. However, we're

commtting to working with Congress, the Departnent
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of Health and Human Services, the Food and Drug
Adm nistration, and this Task Force to fully
explore the issues associated with the inportation
of prescription drugs.

Thank you, M. Chairnman.

CHAI RMAN CARMONA: Thank you, sir.

Qur next speaker would be M. Thonmas
Ferguson from Treasury.

MR. FERGUSON: Thank you, M. Chairman.

l'"'m Tom Ferguson, Director of the
Bureau of Engraving and Printing.

"' m not exactly sure why |I'm here.

(Laughter.)

MR. FERGUSON: M |evel of expertise or
area is in prevention of counterfeiting of United
States currency.

There is though a great par al | el
bet ween the two products. Any product which has
value, which is seen as an area that can be
expl oi t ed, will, in fact, be expl oi t ed.
I nternational counterfeiting of U.S. currency, as
wel | as i nt ernati onal counterfeiting of
pharmaceuticals is a grow ng business.

The other area that has a great
paral |l el between the two is that as with currency,

it is sonetinmes easy to provide systens that wll
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protect the governnment or the large commercia
establishments, but the goal remnins to protect the
i ndi vidual, the consunmer, to provide that feature
or that ability for the consunmer to easily and
qui ckly authenticate the product w thout having to
rely on outside technol ogi es.

That goal, that challenge is one that
is very difficult to neet. There is no single
panacea out there that wll provide trenmendous
total protection every tine, in every case.

The ot her thing that i's greatly
required if you're going to put in counterfeit
deterrent features into product |abeling, as wth
currency, 1is public education. Putting in great
features that are difficult to counterfeit provide
very little value if the general public and, in
fact, the people in whol esale establishnments, as
with banks or comrercial stores don't know how to
use the feature

The best features are of no value if
peopl e don't use them

"1l be here to answer any questions,
but again, anything |I can provide, anything we can
provide from our experience with U S. currency is
at your disposal.

Thank you.
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CHAI RMAN  CARMONA: Thank you, sir

Appreciate it.

Next M. Robert Bergman from UPS.

MR. BERGVAN: Thank you, M. Chairnan
and nmenbers of the Task Force.

My name is Bob Bergman, and |I'm with
UPS here in Washington in the Government Affairs
O fice.

As you know, UPS is the |argest package
delivery conpany in the world, and we're a nmjor
gl obal | eader in supply chain services.

| think 1I'"m here because a nunber of
guestions have cone up about the role of express
delivery conpanies and transportation conmpanies in
this issue, and | would say at the outset, as to
the fundamental issue that the Task Force is
interested in, nanmely, whether and under what
circunmstances drug inportation could be conducted
safely and what its I|ikely consequences would be
for the health, nmedical costs, and devel opnent of
new medicines for Anerican patients is, frankly,
not sonmething that we have a position on or we're
going to have a position on.

We're a common carrier, and you know,
maybe to will oversinplify, our job is to pick up

and deliver packages. Clearly, it's a matter of
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interest, and we don't, by the way, you know, carry
a lot of pharmaceuticals in terns of our overal
busi ness. We pick up and deliver 13 and a half
mllion packages a day wor | dwi de, and
pharmaceuticals are not a major part of that.

But we do have an interest, clearly, in
this discussion, and any way we can help the Task
Force and government regul atory agencies understand
how t he supply chai n works.

Clearly, it is our conpany's policy not
to pick up and deliver illegal products, and we
work with |aw enforcenment to insure that our system
is not used for illegal purposes. W work on a
regular basis wth governnent agencies in their
role of screening inports. So we present
information to Custons, to FDA, DEA, and any ot her
regul at ory agencies, as appropriate.

And just to us as an exanple, wth
Custons we have in our major hub in Louisville a
state-of -the-art system that we devel oped for the
use of Custonms that better enables themto pick out
t he packages that they want to subject to further
screeni ng when they arrive.

We have also, on the related question
of I nt ernet phar maci es, have wor ked wi t h

congressi onal investigators, as well as the DEA and
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the FDA, in really trying to identify what is or

what should be the role or express carriers in
enforcing | aws agai nst illegitimte | nt er net
phar maci es.

And in these discussions, we enphasize
that we don't have the ability to determ ne the
| egi ti macy of phar maci es, to determne the
|l egitimacy of a prescription or to judge, you know,
the purity of the pharmaceutical itself. Those are
sinply things that we don't know.

But we have put in place and have had
in place for a while a programto nonitor |Internet
sites to make sure that our logo and our nanme are
not being used in conjunction with illegitinmate
phar maci es. So that's sonmething we do. We take
| egal action against those where our |ogo is being
used inproperly, and we have had discussions,
again, with DEA and FDA and will continue to do
that in terms of sharing that informtion.

Clearly, in terns of I|aw enforcenent,
we have privacy policies that prohibit wus from
sharing information, but of course, upon proper
request and subpoena, we can provide information to
hel p law enforcenment agencies identify, you know,
whom t hey need to go after.

| would say in conclusion, and 1'd be
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happy to answer any further questions, | think our
concern in devel oping any system for inportation of
phar maceuticals, that we wll <clearly conmply or
devel op systens to comply with any conditions that
are attached to that, but would caution against
trying to put conpanies |like ours in an enforcenent
rol e.

We can assist law enforcenent, again,
but in the part of the chain that we're in, we
really have limtations on what we can do in terns
of actually being the enforcenment agent.

So with that | would be happy to answer
any questions.

CHAI RMAN CARMONA: Thank you, sir.

At this point, Panel 1 is concluded. |
would like to open the floor to questions from our
Task Force nenbers.

M ke, pl ease, go ahead.

DR. O GRADY: Excuse ne.

M. Parrish, you talked about the idea
of counterfeiting and the relative difficulty of
counterfeiting in the United States and outside the
United States, and | wondered if you had any
further data on what sort of estimates you have in
terms  of the idea of how big a problem

counterfeiting is within the United States, outside
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the United States, the United States versus Canada,
the United States versus COECD, that sort, so that
we can get this feel for the relative level of
difficulty.

MR.  PARRI SH: The specific nunmbers |
don't have with ne at this point, Dr. O G ady, but
I have been informed of information FDA has
publi shed that indicates that there is an increase
in the nunber of counterfeit activity that has been
detected in the United States in recent years.

Simlarly, i nformation has been
published relative to the counterfeit activity
outside the United States and on a relative basis,
it has been identified to be greater.

I could bring that information or
provide that information to the panel directly, but
did not bring that today.

DR. O GRADY: That would be great. I
guess, you know, part of the feeling is the idea
that clearly counterfeiting is a serious problem
and it's something that no one wants to ignore, and
| just don't have a good feel for the relative
where the United States or Canada. Do the
Canadi ans have a nore serious problem than we do,
you know, or Third World countries, etc, etc?

One ot her question. You laid out kind
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of I think it was three different kind of key

poi nts that would be necessary to be assured of if
a notion of inportation or reinportation was to be
advanced.

Does that nean that if those three were
actually acconmplished you would be supportive of
some notion of inportation?

MR. PARRI SH: No. Those are the three
primary areas that we have concern over. As |
stated at the end of nmy coments, there are
addi tional concerns as well, but | wanted to focus
inthe limted period of tine on the nost inportant
i ssues that we have.

DR. O GRADY: Ckay. Can | ask a
gquestion? |It's kind of a dual question to both you
and to M. Stinson as distributors. In terns of
even if the difficulties of inportation were able
to be -- those hurdles were able to be gotten over,
do you have any feel for what the kind of net price
effect to U.S. consuners woul d be?

MR. STI NSON: I have no direct
know edge of that, but it would be ny inpression
that the price would seek a conpetitive world
mar ket price, and | think that it's going to be a
supply and demand situation, and what you're going

to find is significant price increases in the
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i nported pr oduct, and pr obabl y maybe sone
reductions, but | think mobst of it is going to come

fromthe other side. That would be ny inpression.

DR. O GRADY: \Y/ g Parri sh, any
t hought s?

MR. PARRI SH: | believe the answer
really would lie in the details of how a system
would be laid out. It's a question of the

regul atory climte, the Ilegal hurdles, and the
economic hurdles that are involved to try to
determ ne what that exact nunber would be, and at
this point | don't think there's enough details
avai l able as to how a system would work to be able
to give you a nunber that had credibility.

DR. O GRADY: Okay. M. Julian, 1I'm
very happy to see you here today, given the very
uni que role that you hold in terms of kind of doing
business in this country and Canada and Mexico, and
| guess just given that wunique situation, do you
have a feel of the different products that vyou
distribute through those in all three countries
sort of what the overlap is in terns of the kind of
dosage and | abeling and sort of what is, | guess,
the | ow hanging fruit if one was to think about the
i mportation question, how nuch that differs between

the three countries, or is there a substanti al
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amount of correlation between the three?

MR.  JULI AN: | don't have that type of
information just off the top of ny head. VWhat |
could share with the panel is that what is required
in the United States is not necessarily what is
required by Health Canada nor the Mexican Health
Mnistry in terms of the dosages.

So what you would get in Canada is not
necessarily for the same product what you would
receive in the United States. There are sone
differences there froma therapeutic standpoint.

DR. O GRADY: Okay. One l|ast question

Sorry. Also in terms of thinking about vyour
sonewhat uni que situation, do you have a feel for -
- I mean, we normally think of inportation as being
i ndividuals crossing the border and now a npve
towards Web based approaches. But given your
dealings with large PBMs, |arge health plans, do
you see, do you have any feel for what their
reaction would be if all of a sudden there was an
opportunity to inport drugs from either Canada or
Mexi co, OECD, any nunber of different countries?

MR. JULI AN: You know, I t hi nk
generally speaking, the constituents here in the
United States have the sanme concerns that this

panel has expressed in terns of product safety and
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ultimate cost savings that could be generated, not

to mention just the supply and demand i ssue. You
know, | don't think the Canadian governnment is
going to sit still while they are a tenth of our

size and, you know, nost of the nedications flow
back here into the United States.

So | would say that nost of the
constituents that | talked to here in the United
States have simlar concerns as everyone here has
expressed today.

DR. O GRADY: Thank you

MR. JULI AN:  You're wel cone.

CHAI RMAN  CARMONA: Yes, please, M.
Cr awf or d.

DR.  CRAWFORD: Yes. M. Julian, you
t al ked about distribution centers on both sides of
the border. I assume those would be approved
di stribution centers, and if so, how would they be
desi gnated, in your view?

MR, JULIAN:  Well, what | was referring
to is | believe for any system to work today you
woul d have to have, due to the supply and demand
issues that we will face and we do face today is
that you would have to have sone sort of closed
di stribution network that would transfer a product

bet ween Canada and the United States. O herwi se |
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think the opposition is the borders are so porous
it would create a very difficult situation for any
of wus effectively nonitor and then guarantee
product safety here in the United States.

DR. CRAWFORD: To follow up, if | may.

CHAI RMAN CARMONA: Pl ease.

DR. CRAWFORD: Who would close the
syst enf

MR.  JULI AN: Well, | mean, that is to
be determ ned by you all, | guess, who would close
the system if, in fact, you enploy a closed
di stribution system Qur only suggestion is |

don't think it can be an open, porous border as it
is today and have it be guaranteed patient safety
and ultimately sone sustainable cost effectiveness
that would get to a patient population that is npst
needy for these types of nmedications, if in fact
savings is generated at all in the final analysis.

DR. CRAWORD: Thank you.

CHAI RMAN  CARMONA: Ot her questions?
Mar K.

DR. M CLELLAN: There has been sone
di scussi on about supply and demand maybe |imting
the extent of savings, of price savings if you
could through a | arge scale inportation system but

you all also noted some additional cost that could
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be inposed both on the governnent and on those
involved in bringing drugs into the country that
m ght also have an inpact on any resulting price
savi ngs.

You know, in going back over sonme of
the coments from representatives here who have
experience throughout the whole distribution chain
for pharmaceuticals, you all brought up issues |ike
making sure that the drugs are FDA approved or
sonehow equivalent to FDA approved drugs, that
there's a track and trace system in place to help
assure that the drugs reaching patients in the
United St ates are t he l egiti mate article
manuf actured by a legitimte manufacturer, and then
also issues related to the integrity of the
pr oduct, t hat it's stored properly, | abel ed
properly, no other opportunities to introduce
saf ety problens because the medication was okay to
begin with. If it's not |abeled package, you know,
and so forth for consunmers properly, then that
could introduce safety problens.

M. Kocot, you tal ked about sone issues
in pharmacy safety practices thensel ves. So even
if the drug reaches a pharnmacy intact, making sure
that those good pharmacy practices that are

required under state laws and regulations in the
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United States or followed in these contexts could
add costs as wel |.

None of you put nunmbers on this though,
and one of the things that we're struggling with
here is to try to understand, as Congress has
directed us to do how nmuch it would cost to set up
a systemlike this, and | wondered if you all cared
to add any nore detail about the nagnitude of the
cost inpacts or any thoughts on how we could better
devel op nore quantitative estimates of just what it
woul d take to address these kinds of safety issues,
issues that are required to nake sure that these

drugs neet the same standards as U.S. drugs.

MR.  JULI AN: Well, I'lIl take a stab at
that, | guess. | think, let me start by just
saying that | think it was alluded to in a couple

of the remarks here, is that, you know, 45 percent
of all prescriptions today in the United States are
generics, and the generics in the United States are
typically | ess expensive than they are in Canada.

So that's a huge population of drugs
and nedications that are already available at a
pretty cost effective price.

In addition to that, which you know we
should commend the admnistration today with the

Medi care drug bill. W believe that is even going
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to enhance the savings that's available in the
United States too nuch of the patient popul ation
that is requiring nore affordabl e nmedications.

Yet in addition to that, | would tell
you that foreign manufacturers today offer a
variety of progranms, patient assistance prograns
that people that are actually indigent or cannot
af ford medications are provided to them absolutely
free, and they just don't get enough visibility, |
t hi nk.

And then finally, over the |last couple
of years, some of the foreign manufacturers have
really collaborated and brought out a nunber of
di fferent savings cards programs, |ike Together RX
and others that, agai n, have inpacted the
avai lability of affordabl e nmedications.

Now, going back to your question, |
would say that it's very difficult for private
i ndustry to speculate on what the actual costs or
cost savings would be when there isn't an official
nodel that has been built. It would be purely
specul ative until, you know, the governnent in this
case would be providing us the guidelines, the
rules, the regulations in order that we could go
out and build a business nodel so that we could

you know, clearly articulate to you what the
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potential savings mght be so that a decision that
woul d be nmade woul d be made with facts and not some
of the enotion that | think is surrounding this
i ssue today.

CHAI RMAN  CARMONA: Ot her questions?
Yes.

MS. CARBONELL: Yes. M. Julian --

CHAI RMAN CARMONA:  Excuse ne.

M. Kocot, did you have sonething?

MR. KOCOT: Yeah, | just wanted to add
| don't know exactly what it would cost, but the
testing factor that is included in the |egislation
woul d be incredibly expensive. Not only that;
testing cannot be done in any neaningful way very
qui ckly.

| know the government thenselves have
gone through testing periods in seizures and have
not been able to get tests back for weeks. So to
think that we could test and validate |ots and
supplies of drugs on a regular basis wi thout a | ot
of cost and the tinme involved is just going to be
absol utely incredible.

I  know the manufacturers do have the
t echnol ogy. They do the testing of their own
drugs. By and |arge pharmacies don't. | don't

think whol esalers do. Many aspects of the
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governnment don't have testing capabilities.

Testing for drugs, you' re |ooking at

really the adulteration. You're |ooking at
i npurity. You're | ooking at strengths. You're
| ooking at storage conditions. You're looking in

testing for a variety of different things.

When |aw enforcenent tests, they're
| ooking really at a baseline, as | understand it.
Sone of you could answer this better than | could,
but the point is that there's a lot involved here,
and a |l ot has not been put into practice. So the
expenses, as sone of ny coll eagues have said, unti
you put out a nodel there and lay a little nore
specifics on it, legislation has been clear on who
woul d test.

So who has to have this equipnent? Wo
has to put drugs through the rigors? \Wo has to
bear the expense? Those are all questions that we
have of you

CHAI RMAN CARMONA: Thank you.

Josefi na.

MS.  CARBONELL.: You nmentioned drug
di scount cards, M. Julian. How woul d i nportation
i npact your Together Rx discount card for seniors?

MR. JULIAN:  Well, at this point today,

we haven't had any discussions relative to how
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i mportation would affect the drug discount cards.
You know, the one that MKesson adm nisters today
is the Together Rx program and at this point that
consortium is going to continue to support the
Together Rx card through 2006 when the Medicare
drug benefit beconmes avail abl e.

CHAI RMAN CARMONA: Dr. Raub.

DR.  RAUB: | have a question for M.
Ber gman.

You nentioned sonme collaboration wth
Customs with respect to helping it carry out its
regulatory role. Could you el aborate on that?

MR. BERGVAN: Yeah. I mean, we have
present in mmjor inport facilities, we have a
Cust onms presence. For exanple, in our major air
hub, i nternational air hub, in Loui sville,
Kent ucky, we have on prem ses Customs Service, and
t hey have always been there to process or to check
packages and cargo com ng in.

W now have an automated system that
we' ve developed with themto better enable themto
check packages that are com ng in.

DR. RAUB: Do | assume correctly
they're providing the indicia of concerns that's
sonme characteristic of the package?

MR. BERGVAN: Exact|y. | nean, the
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system that we developed, it really is up to
Custonms -- | still call themthe Custons Services -
- it's still up to Custonms to plug in any
characteristic or indicia. It could be the name of

a product or a consignee, consignor, nane of a
country from which it is shipped, what ever
i ndication, and so plugging it into the system we
can pull out any packages that cone from that
country or neet that description for further
i nspecti on.

DR. RAUB: So by extension, if there
were a drug inportation schema of sonme kind and one
could provide the indicators about packages that
would raise a flag, would it be fair to say that
UPS would be able to facilitate that in the same
way ?

MR. BERGVAN: Yeah. I nmean, | think
that's right. Assuming, and again, it's all based
on how they are identified or |abeled, what's
decl ar ed; what's  not declared is clearly a
different problem but whatever is declared can be
cranked into the system and it's now al npst
conpletely autonmated, and so that can just
automatically separate out a package and have that
go for inspection.

DR. RAUB: Thank you.
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CHAI RMAN CARMONA:  Yes, Doctor.

DR. WLLIS: M. Kocot, you nentioned
the inportation of individuals of drugs from
Canada. Do you have an idea as to the inpact on
t he Canadi an pharmacy business as to the extent of
the inportation currently ongoing? And do you have
an estimte as to how it would be inpacted both in
Canada and in the United States if we did allow an
i mportation of drugs?

MR.  KOCOT: IMS has estimted that
about four percent of the Canadian market is com ng
to this country. However, we've seen a |lot nore
evidence that that nunber is even greater than
t hat . We're seeing nmore and nore businesses
springing up. The thing that scares us nost is
that many of those businesses purport to be
Canadi an  busi nesses, but they're either not
operating in Canada or they are selling drugs that
are not fromthe Canadi an system

Last Fri day, a group in Manitoba
exposed two such sites that were selling drugs
t hrough Canada from Mexico and the other one was
selling themin Vancouver through the U K.

Ri ght now estimates are that in
Mani t oba al one about 40 percent of the drugs are

being diverted to the United States. Mani t oba is
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probably the largest diversion point, but that's
substantial for one province.

We understand that that nunmber may be
as high for sonme categories of drugs. For exanple,
it could be as high as 60 percent for heart
medi cati on. The nunmbers are astoundi ng when you
| ook at what is happening in parts of Canada.

CHAI RMVAN CARMONA: Al ex.

MR. AZAR: Sorry to bother M. Julian
again, but | think given the nature of your
business with its international scope you m ght be
best able to help on this, but any of the others
who m ght have knowl edge of the chains of
distribution in other countries |'d appreciate your
t hought s.

The question really is what is your
sense in terns of managi ng the risk of inportation
what the factors are that we should be |ooking at
and what the differences are, for instance, in --
the risk factors anong different countries of
origin for inportation, different systens of
distribution in other countries, how safe they are,
whet her sonme present greater risk, sonme |esser
risk; the issue of manufacturing facilities in
different countries, which are safer, which are

| ess safe; and also whether the type of product,
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bi ol ogi ¢, pharmaceutical, do they present different
risk profiles for an inportation question?

MR. JULI AN:  Well, you know, | can only
speak for North Anerica, and | would say that the
United States' health care system is by far and
away the safest. | would say also | believe the
Canadi an health care systemis a very safe system
yet | would say it is geared for the Canadian
mar ket pl ace. It is not to address exported
material to the United States or anywhere el se.

Since we have a presence in Mexico, |
think Mexico has a long way to go to catch up to
either the United States or Canada in ternms of
their safety and regul ati ons.

I would also just add that the nore
conplicated the product, the nmore difficult it is
in order for you to nmake sure that you've got the
right product with the right dosage, therapeutic
equi val ency and everything el se made in other parts
of the worl d.

CHAI RMAN CARNMONA: l"d just like to ask
a general question, especially to those involved
with the inportation, but all of you please feel
free to ask.

Your sense on how sustainable a

national health policy of inmportation would be to
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remedy the problem both in the short term and in
the long term

MR. PARRI SH: I think that's a very
difficult question to answer. | would think that
it's going to be driven primarily by unfortunately
many econom c concerns as well as public policy
concerns. The availability of supply will be in
many ways the major issue from the standpoint of
how sustainable this particular type of activity
will be.

And contained within that availability
of supply issue is the question of the |ength of
period that the spread, if you will, continues to
exi st between the countries. I think even if a
system is able to be put together, and there
certainly are issues that can be addressed to put a
systemtogether in the short term that systemwl|
have to be responsive to the |longer term changes in
the costs between the different countries to be
able to continue to offer benefit to the consuners
for whom the product is avail able.

It's very much a noving target and a
very difficult situation to deal with, but | think
the spread is a very inportant piece to keep in
m nd as you address this issue.

CHAI RMAN CARMONA: Thank you.
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Anybody el se care to coment ?

MR. SACHDEV: | had sone questi ons.

CHAI RMAN  CARMONA: Do you have a
guestion as well? Pl ease.

MR. SACHDEV: | did. It's for M.
Parri sh.

M. Parrish, your testinmony focused on
sone key points in terms of authentication and
integrity of drugs. My question relates to your
poi nts about testing because that's an issue we
t hought about . If you really want to do
aut hentication and | ook at integrity, one way to do
t hat is testing, but if you look at your
recomendation, it seenms like it would be fairly
expensive to test every product, every batch, every
lot, which is, | think, what | heard you sayi ng.

Do you have any estimates of what that
m ght cost, putting aside whether it is the
gover nnent that would be paying that or a
di stributor or the manufacturer?

MR. PARRI SH:  Speaki ng on behalf of, in
answer to this question, Cardinal because we do
have contract testing and analysis conpanies as
part of our portfolio conpanies, | can get you some
specific information, and we would be happy to

provide that to the panel relative to the cost of



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

57

testing.

My comments refer to the need to test
each lot for every individual product. I1'd like to
just clarify that. W' re not tal king about testing
every single bottle. That would be absolutely cost
prohi bitive.

We're tal king about sanples fromw thin
each lot that cones through. But, again, the issue
with counterfeiting, the issue wth adulterated
product is it tends to be very random and the
peopl e who engage in this type of behavior, once

they wunderstand what the testing protocols are,

will rmre than likely find ways to work around
t hem

So the testing wll be effective, but
it will not be a guarantee.

MR. SACHDEV: Anot her question for both
M. Julian and M. Parrish.

You both spoke about the need, in
considering inportation, to restrict inmportation or
[imt I nportation to essentially t he FDA
formul ation or the FDA approved product. That's
certainly sonmething that we've been tasked to | ook
at as we consider legislation that actually
potentially goes beyond that.

You' ve both tal ked about the need for
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good aut henti cati on. Are there particul ar
aut hentication technologies that you guys are
currently looking into as distributors? And in
fact, can you tell us about their feasibility with
respect to drug inportation?

MR. PARRI SH: "Il take the initial
crack at that.

From the association's standpoint, we
have been very vocal in favor of the Auto ID

testing and the EPC product code identification.

However, that is a technology that is still in its
i nfancy. It is a technology that has great
prom se. W are involved in many tests and

denonstration projects right now, attenpting to
show the efficacy of this type of identification
technology, and it's a little too early to tell
just how well it wll work, but again, it shows
great prom se.

And it is far too early to tell what
the cost of this technology will be.

MR. JULI AN: I woul d just echo
everything that Mark just said. The only point |
woul d add is that we're extrenmely hopeful that the
track and trace technology of the auto ID EPC
technology will work. There is trenmendous nonmentum

regarding track and trace technol ogy with worl dw de
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manuf acturers, and quite frankly, in order for it
to work, it has to emanate with the manufacturer.

CHAI RMAN CARMONA: Any ot her questions
fromthe Task Force nenbers?

(No response.)

CHAI RVAN CARMONA: If not, 1'd like to
t hank the panel for com ng and joining us today and
providing us with the information.

W will turn over to the second panel
ri ght now. So everybody just take a quick stretch
break, and we're going to keep noving right
t hr ough.

Thank you.

(Wher eupon, the foregoing matter went

off the record at 3:08 p.m and went

back on the record at 3:14 p.m)

CHAI RVAN  CARMONA: Hi , | adi es and

gentl enmen. Thank you for joining us.

And we will begin first with M. Bruce
Downey from Barr Labs. Is he here? No? | saw
papers.

Okay. Well, let ne nove then over to
M. Howell and we'll conme back. Okay. Thank you,
Sir.

MR. HOWELL: Thank you, sir. Thank you

for having us today.
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My nanme is D W Howell, 1II. I'm the

Di rector of d obal Product Protection for Eli Lilly
& Conpany.

The d obal Product Protection Ofice of
Lilly was formed in January of 2003 to intensify
our ongoing anti-counterfeiting efforts regarding
Lilly products.

Prior to 2003, | was Lilly's Director
of G obal Security for 20 years. Before that | was
an FBlI agent for 11 years in wvarious field
assi gnnents. My testinmony before your Task Force
is focused on the increasingly sophisticated
activities of counterfeit pharmaceutical networks
that pertain to Eli Lilly & Conpany products, but
let nme be clear. By "sophistication,” [|I'm not
referring to the quality of the knock- of f
i ngredi ents, but instead the highly devel oped
packaging and printing replication capabilities
used to mmc the approved pr oduct, their
i ncreasi ng anonymty afforded by the Internet, and
their intricate and quick responding distribution
net wor ks.

In the last several years, we have
noticed an increase in the counterfeiting of Lilly
pr oduct s. Counterfeits today are being sold

t hr ough conpl ex di stribution net wor ks with
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packaging that is often indistinguishable from our
own even by experts.

Wth the advent of +the Internet, a
whol e new era of counterfeiting has begun for us.
| t i's now feasible to rapidly di stribute
counterfeit products with relative anonymty. We
have identified several crimnal syndicates who now
manuf acture, package, and distribute counterfeits
on a global basis. These syndicates deal in
illicit drugs and receive funding from identified
organi zed crim nal elenents.

We have been advised by |aw enforcenent
entities that in sonme instances these syndicates
are linked to terrorist organizations in the Mddle
East, Afghanistan, Pakistan, and to sonme drug
cartels in Mexico.

In many cases, counterfeits are
pr oduced in facilities in Chi na and t hen
distributed to Korea, Taiwan, and surrounding
countries for packaging and distribution. These
syndi cates often manufacture knock-offs in filthy,
unsanitary conditions. Inportantly, these products
don't stay in Asia. They travel to mmjor Western
pharmaceuti cal markets. We've bought with us some
phot ographs of these conditions.

As part of our investigative process,
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we have tested these knock-offs, and we find a
range of potential safety concerns. In sonme cases
the product is subpotent. In others it's super
potent or mxed with other active ingredients or
wi t h unknown substances.

In other cases these counterfeits
contain no active ingredient at all. In some cases
t he chem cal conposition is simlar to our own.

We Dbelieve all of these scenarios raise
significant safety issues because the counterfeits
are produced i n unsanitary condi tions with
absolutely no regul atory oversight.

I'"d like to walk through some recent
counterfeit investigations of Lilly products that
we' ve recently encountered.

In one case, wth the cooperation of
Tai wanese authorities, we identified an illicit
drug ring in Taiwan that was producing counterfeit
Lilly product on the same machines they were
pr oduci ng counterfeit nmet hanphet ani nes or
met hanphet am nes. Excuse nme. We have photographs
of some of these products.

In a different case, counterfeit Lilly
product originated in China and was noved through
Korea and into the M ddle East. In this instance,

| srael authorities discovered the operation.
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Subsequent raids occurred in Israel
| ocations in the |last several weeks that were
produci ng counterfeit packaging to contain these
Chi nese ori gi nat ed counterfeit tabl ets for
distribution within Israel.

In another case, we recently detected
Lilly product comng in from China. It was noving
t hrough Bel gi um di sgui sed as a shi pnent of conputer
parts destined for the U K

In 2003, we along with other conpanies,
federal and local |aw enforcement participated in
sone raids in the Los Angeles area of a Vietnam
based organization that was inporting counterfeit
pharmaceuti cal products from Canada into the U S
i ncl udi ng Zyprexa, a Lilly pr oduct for
schi zophreni a and bi pol ar di sorder.

In this case, the counterfeiting was
t wof ol d. This operation stripped our Zyprexa out
of its legitimte packaging, filling the original
bottle with iron tablets, and distributing these
bottles for consunption outside the U S.

As a second st ep, t hey pl aced
legitimate Zyprexa tablets into counterfeit bottles
for consunption in the U 'S. marketplace. The
counterfeiters mxed nmultiple strengths of Zyprexa

in the sane bottle before sending them out to
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secondary U.S. distributors.

As you can see from these exanples and
the type of activities |'ve described, we have
signi ficant concerns regar di ng counterfeit
syndicates and the flow of product into the U S
from Canada, the Internet, and other illegal and
unsafe distribution channels.

Finally, | <can also report that our
conpany has received patient or physician initiated
reports in the US. of instances where a drug
alleged to be Lilly product was purchased from
Canada and resulted in patient harm I n one case,
a diabetic patient experienced adverse events after
taking insulin that was inproperly stored and
shi pped or was past the expiration date. Thi s
patient ended up in a coma.

Keeping in mnd nmy testinony is based
on today's environment, which is relatively closed
in the U S., our supply is FDA approved and the
distribution channels are straightforward and
transparent. We can only inmagine the inpact of
these highly involved counterfeiting rings, the
inpact they could have in a world where drug
i nportation was | egalized.

Thank you.

CHAI RMAN CARMONA: Thank you, sir.
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Qur next speaker wll be M. Bruce
Downey.

Thank you, sir.

MR. DOWNEY: Thank you, M. Chairnman,
and thanks to the nenbers of the Comm ssion for
inviting me to testify today.

| have submtted a witten statenent
that covers nore conprehensively the subjects |
would like to take up in nmy remarks, but | do want
to enphasize a few of the points that are in ny
witten testinony and respond to sonme of the
guestions | heard asked to the first panel, to the
best of nmy ability.

| am Bruce Downey. | am the Chairnman
and CEO of Barr Laboratories. We manufacture and
di stribute over 100 pharmaceutical products, nostly
generic, but a few brand products as well, and I'm
happy to give you the reasons why we oppose
rel axati on of the inportation standards of products
into the United States.

OQur market here is a very dynam c one,
and it is really defined by four public policy
deci sions that have been made by the Congress and
the regulators in this country. The first is a
conprehensive system of regulation to insure the

saf ety of pharmaceutical products.
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Second, strong patent protection to
stinmul ate innovation of pharmaceutical products.

Third, a set of addi ti onal
exclusivities beyond the patent laws that reward
conpani es for pediatric research or for introducing
a new chem cal entity in the United States, doesn't
have pat ent protection or restore mar ket
exclusivity lost in FDA review time, again, to
i nsure adequate incentives for innovation in the
phar maceuti cal industry.

And, finally, although there has been a
great deal of debate, we have a free market in this
country, one that is not defined by price controls.

Price controls have been specifically rejected,
and we believe that these fundanental principles
whi ch have been established in wi de public policy
debate shouldn't be conmpromsed in any way by
i nportation of products into the United States.

I f conpanies want to conpete here, they
should Ilive by our rules, and they should be
wel come to conpete on that basis. Anyone who
really suggests that we nodify these rules is
arguing that we should conprom se these very
significant principles. In essence, we would be
exporting our public policy decision nmaking to

Canada or to sone other country, and inmporting the
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results of that deci sion.

W think if we want to change the
rules, it should be done in the United States in
our open society, and a debate before the Congress
or the appropriate regulatory officials where we
would do straight up what we don't want to do by
importing sonething from another country that 1is
sonmeone el se's deci sion.

| also think that the benefits that
peopl e have argued for this inportation rule have
greatly been overstated. We point out sone
exanples in our witten testinony, but |let ne just
give you a couple of them

The proponents of the principal House
and Senate bill t hat woul d establish this
i nportation policy contend through enactnment of the
| egislation with, say, $560 billion a year, that's
a very interesting nunmber considering the entire
U S market is only $214 billion a year. | think
that sort of exposes the kind of thinking that's
going into some of the proposals that have been
advanced.

W also point out in our witten
testimony sone of the studies used to support the
legislation that inpose inportation rules are

fl awed. For exanple, in suggesting the price of
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ci profloxacin, a very inportant product in Gernmany,
they ignore the 16 percent value added tax in that
country. They ignore the cost of having the
product sent from Germany to the United States, and
there are simlar flaws in a |lot of the exanples
that were used in these different studies.

Also it's inportant to know that
inportation in ny judgnment would very much harmthe
generic industry, which is the strongest cost
cutting instrunent available in the United States.

If you | ook at countries that have price controls,
you find that the generic industries in those
countries aren't nearly as robust as they are here.

There's very dimnished incentive to be the first
to the market, and our generic industry has
resulted in enornmous cost savings to the United
States that some of the prior panelists said our
costs in the United States were nmuch |ower than
they are in Canada.

And | think that any decision that
woul d reduce the incentive to go into the generic
busi ness woul d reduce the generic R&D prograns just
as it would the brand R&D prograns.

In addition to the overstatenent of the
benefits of an inportation bill, | think the safety

concerns haven't been adequately addressed. We
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have heard sonme of the concerns about non-NDA, non-
ANDA products. Again, | think that's the gold
standard in the world. W shouldn't conprom se our
system by allowi ng products that don't neet those
standards to be introduced in the commerce of the
United States.

And it's also true that as you allow
nore inportation, you increase the opportunities
for counterfeiting. M. Howell pointed out that's
a very serious problem and one that | think would
be exacerbated by reducing the Dbarriers from
bringing products in from Canada from other
countries, and | wuld, again, on the basis of
safety think that would be very unw se.

And finally, | think for the overall
public health effect it would reduce innovation and
reduce the incentive to pour billions of dollars
into research and developnent with an uncertain
opportunity to recover those investnents. Agai n,
over a long period of time that reduction in R&D, |
think, would have a very negative inmpact on the
health care system of the United States and one
that we should be very careful before we do
anyt hing about it.

CHAI RMVAN CARMONA: Thank you, sir.

Qur next speaker from Pfizer, M. John
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Theriaul t.

MR. THERI AULT: Thank you, M. Chairman
and di stingui shed nenbers of the Task Force.

My name is John Theriault. l'"m Vice
Presi dent of d obal Security at Pfizer, and it's a
pl easure to appear before you today to discuss an
issue of critical inportance, protecting the U'S
phar maceuti cal supply from contam nation by
counterfeit and unapproved generic products.

Prior to joining Pfizer, | spent 25
years as a special agent of the FBI. During ny FBI
car eer, I had subst anti al experience in
international |aw enforcenent, having served for a
nunber of years as the legal attaché in Otawa,
Canada, and in London, Engl and.

| retired in 1995 as a nmenber of the
Bureau's Seni or Executive Service.

Pfizer is a diversified global health
care conpany and the world's | argest pharnmaceuti cal
conpany. Qur annual pharmaceutical sales are nore
than $40 billion, and we have 122,000 enployees
around the world. Qur core business is the
di scovery, devel opnment and marketing of innovative
pharmaceuticals for human and ani mal health, and we
are commtted to insuring the integrity of those

products when they reach the market.
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M. Chairman, while nmy testinmony today

focuses on our experience with counterfeit Pfizer

products, | wsh to inpress upon the Task Force
that these problems are not Ilimted to Pfizer.
They threaten t he entire research based

pharmaceutical industry and the U.S. consuners who
depend upon that industry.

l'"d like to start by addressing the
issue of counterfeit pharmaceutical products and
t he scope of the problem It's wide accepted that
China and India are major sources of counterfeit
phar maceuti cal products found throughout the world.

Prior to 1998, relatively few  of t hose
counterfeits found their way into the United States
or other countries wth strong pharnmaceutica
regul atory systens.

It was commonl y bel i eved t hat
counterfeits were a problem primarily for |ess
devel oped countries. However, in 1998, we
di scovered counterfeit Pfizer products in the
Uni ted Kingdom The problem has grown consistently
since then, and today we see counterfeit Pfizer
products throughout Europe, the Mddle East, Asia,
Africa, and the Anericas.

Pfizer counterfeit products have been

found in each of the EU nenber countries, as well
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as in eight of the 15 candidate countries.
Australia, |Israel, Japan, New Zealand, Norway,
Switzerland, and South Africa are also anong the
countries where counterfeit Pfizer products have
been detected. Seizures in the Asia Pacific region
have included counterfeit packaging not intended
for local markets, but rather for export to the
U. S. and Australi a.
A disturbing trend has energed in Asia.
VWhile seizures of counterfeit Viagra tablets
dropped fromnore than 1.8 mllion in 2002 to about
760, 000 in 2003, seizures of counterfeit Norvasc, a
maj or cardi ovascul ar nedicine increased from fewer
than 4,000 tablets to more than 1.5 mllion during
the same peri od.
Even Wit h t he realization t hat
counterfeits are so wdely available, there's a

tendency to believe that they're distributed only

by illicit brokers or the unregul ated pharmacies
t hat have becone so conmon with the Internet. The
i nplication IS t hat l egiti mate channel s of
distribution in countries like the United States

are largely inmmune to the dangers of counterfeits.
Unfortunately, the facts are otherw se.
A case in point, counterfeit Lipitor. Lipitor is

indicated for high cholesterol and is the npst
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prescribed nmedicine in the world. During 2003,
alnost 69 mllion prescriptions for Lipitor were
witten in the United States al one.

Any notion that even the current strict
regulations in the United States provide adequate
saf eguards against the inportation of counterfeit
and unapproved pharmaceuticals should have been
di spelled with the recall over nore than 18 mllion
Lipitor tablets beginning in My of 2003. Those
t abl et s, a combination of counterfeits and
| egiti mate product of undeterm ned origin, had been
repackaged by a conpany called Med-Pro located in
Nebraska and distributed primarily by Albers
Medi cal of M ssouri.

The counterfeits first came to light as
a result of a consumer conplaint that the tablets
tasted better and dissolved too quickly in the
nout h. Tabl ets provided by those consuners were
tested and found to be counterfeits containing
Lipitor's active pharnaceutical ingredient.

The FDA was notified in April and
| aunched an investigation of both Med-Pro and
Al bers. Pfizer continued to notify the FDA as nore
counterfeits were confirned.

In May and June of 2003, Al bers issued

three recalls of Lipitor, ultimtely recalling al
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of the Lipitor that had been repackaged by Med- Pro.

According to the Conmm ssioner of the FDA at the
time, those recalls totaled nore than 18 mllion
tabl ets.

To put that nunmber into perspective,
nore than 600,000 U S. residents, after wvisiting
their local pharmacy or placing an order with their
health plan either by phone, mil, or on the
Internet, may have received a 30-day supply of
Li pitor that contained counterfeits.

VWhile the Med-Pro/ Albers recall was the

| ar gest, it was unfortunately not the only
i nci dence in whi ch counterfeit Li pitor was
repackaged and i ntroduced into l egiti mate
di stri bution channels. There were at least two

ot her instances in which firnms that had repackaged
authentic Lipitor that they had illegally diverted
from foreign markets, began the far nore lucrative
practice of repackaging counterfeits.

In one such case, Lipitor tablets
repackaged by a conpany call ed AQ Pharmaceutical of
California were found to be counterfeits matching
the same Med-Pro formnulation. As a result of an
investigation jointly conducted by the FDA and the
Los Angeles County Sheriff's Ofice, it was

determ ned that AQ and two related conpanies were
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importing authentic Pfizer products from foreign
mar ket s, repackaging them and then illegally
selling themin the United States. The princi pal
Pfizer pr oduct being repackaged was Lipitor
obtained primarily from Canada.

VWhen search warrants were executed at
those firms in February of 2003, authorities seized
large quantities of Pfizer products, including
Li pitor. Whil e sone of those products were stil
in their original packaging, others were in zip-
| ocked bags with handwitten notes identifying the
product, |ot nunmber and expiree dates.

One of the conpanies affiliated with AQ
was i censed and regi stered to i nport
pharmaceuticals for export, as well as to repackage
pharmaceuticals. It was |ater discovered that that
conpany, in order to create the appearance that the
products it had inmported actually has been
exported, filled the enpty pharmaceutical bottles
with vitamns and then exported those m sbranded
bottles to a hospital in Vietnam

| nvestigation into these cases reveal ed
that the counterfeit Lipitor in question had been
manufactured in Costa Rica with APl inmported from
Switzerland and excipients and tooling inported

fromthe United States.
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It is generally accepted that product

di version and counterfeiting often go hand in hand.

The sinple fact is that the nore tinmes a product
changes hands, the nore difficult it is to
authenticate its pedigree and the easier it is to
i ntroduce counterfeits. These are particularly
illustrative of that fact.

The FDA' s fi ndi ng in t hese
i nvestigations as disclosed in the affidavit filed
in support of a crimnal conplaint against one of
the subjects was that each bottle tested from a
particular |ot was found to contain a conm ngling
of both legitimte and counterfeit tablets.

Cross-border sales. The facts today
indicate that the mjor threat to the US
pharmaceuti cal supply is not fromwthin the U S.
but rather from other countries, including our
nei ghbor to the north. An incident recently
reported to nmy office denonstrates our concern with
the integrity of the pharmaceuticals available
t hrough Canadi an I nternet sites.

An elderly woman in California I|iving
on a fixed income placed an order with a Canadi an
Internet site, Rx Value Canada. Although the site
of fered several generic and unapproved alternatives

to Norvasc, she chose a product t hat was
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specifically identified on the Wb site as Pfizer
Norvasc produced in the United States.

When her order arrived, however, it had
been filed wth Norvasc in Russian packaging.
Al t hough the product was tested and found to be
aut hentic Norvasc, it denonstrates that those who
order pharmaceuticals from Canadian Wb sites do
not necessarily receive products that have been
manuf actured in Canada or in any other country from
whi ch inportation woul d be authori zed.

In this instance, the consumer was
fortunate, but the question remains whether other
consuners placing orders from Canadi an pharnmacies
unable to neet the increasing U S. demand woul d be
so | ucky.

CHAI RMAN  CARMONA: Would you sum up,
pl ease, sir?

MR. THERI AULT: Yes, sir.

Clearly, there is already inportation
of counterfeit and diverted products into the
United States through the mil, courier service,
and wunethical repackagers and whol esalers. The
existing strict regulations are ineffective in
preventing it, and the issue right now should not
be, in my opinion, discussing ways to deregul ate

the current safety system but rather to discuss
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ways in which the current system can be inproved
and better equipped to deal wth this grow ng
t hreat .

Thank you, M. Chairnman.

CHAI RMVAN CARMONA: Thank you, sir.

Qur next speaker wll be M. John
Denpsey from Johnson & Johnson.

MR. DEMPSEY: M. Chairman, nenbers of
the Task Force, M. MG nnis, thank you for giving
Johnson & Johnson the opportunity to participate in
the review of this critical issue of whether drug
inportation in the United States can be conducted
safely.

I"'m here to talk about Johnson &
Johnson's experience with counterfeit drug in the
mar ket pl ace because we believe that any drug
importation program would greatly increase the
nunber of such counterfeit products putting

Ameri cans at unacceptabl e risk.

From all indications, the problem of
counterfeit health care products is grow ng.
According to the FDA, its counterfeit dr ug

i nvestigations have increased from over 20 a year,
sine the year 2000, a sharp increase from the
average five per year in prior years.

FDA has initiated 73 counterfeit drug
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i nvestigations sine October of 1996, the majority
in the last two and a half years, netting 44
arrests, 27 convictions, wth the nunber of
crimnal investigations still ongoing.

The Pharmaceutical Security Institute's
2003 situation report states that there was a 60
percent increase in the incidence of prescription
drug counterfeiting in 2003. They have docunented
264 incidents of counterfeiting in 2003.

Unfortunately, i ke sever al ot her
health care conpani es, we experience the inpact of
counterfeit drug in the marketplace. The first
known instance was Procrit. The second was a
medi cal device, and that was the first tine a
medi cal device had been counterfeited in the
mar ket pl ace today, and it was a surgical nesh
product whose origin was from outside the United
States, but entered into the ethical supply chain
within the United States.

Qur widely prescribed ammesia drug,
Procrit, which is used by patients with cancer and
al so patients with H'V di sease, has been the target
of counterfeiters and patient safety was put at
risk.

The information we present here today

is informed by the experience of having had to dea
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directly with threats to the health and safety of

the people who depend on the integrity of our
products and the ability of the FDA to nonitor the
manuf act ure and devel opnent of such products.

The counterfeit drug | abeled as Procrit
was first discovered in May 2002 at a |arge drug
whol esal er. Si ne t hat initial di scovery,
investigators found the counterfeit product was
shipped from two of the three |I|argest national
whol esal ers and was al so found at various retailers
across the country.

Two separate operations were uncovered.

One operation relabeled 2,000-unit product as
40, 000-unit  product. The counterfeit product
| ooked identical to the real product. Vul ner abl e
cancer patients being treated for anem a could have
received the product that was 20 tinmes |ess potent

t han what was prescribed for themoriginally.

The second operation pr oduced
counterfeit product vials filled with distilled
wat er that contained bacteria. Again, the vials
| ooked identical to the authentic product. 1In this

case, patients could have received contam nated
wat er instead of the drug that had been prescribed
to treat their anema. It is believed that the FDA

and the O fice of Crimnal Investigation was able
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to stop this operation before any of the product
reached patients.

As a result of these incidents, we have
taken significant measures to increase our efforts
to pr event counterfeiting, t aki ng st eps to
saf eguard the distribution chain and using state-
of -the-art technology in our packaging to nake it
nmore difficult to copy.

Legi sl ative proposals that would throw
open our borders to drugs that vary in any way to
FDA approved drugs and that would require partial
or no FDA inspection of foreign production and
packaging lines would sinply enable counterfeiters
to contaminate our drug supply wearlier in the
process, not just at the distribution chain |level,
whi ch woul d further under ni ne any anti -
counterfeiting technol ogy we invent.

We have enough <challenges wth the
closed regulatory system today at the distribution
chain level in terms of counterfeiters infiltrating
our system The solution is not to further open
our system to foreign lines of production and
packaging that is outside of FDA's oversight
i nspection and enforcenent authority.

Johnson & Johnson's phar maceuti cal

group has been investigating and inplenenting any
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counterfeiting technology for several years now.
These technologies fall into two broad areas.
Aut hentication technology builds certain overt and
covert features into the packaging to enable
identification of counterfeit product. Track and
trace technology, which has been the subject
brought up by many of the previous panel nenbers,
allows for electronic tracing of shipnments and even
i ndi vi dual product units.

Aut hentication technologies fall into
three groups: overt, which is visible to the naked
eye; covert, which is not visible to the naked eye
and has to have sone type of hand-held reader; and
then forensic, which requires a sophisticated |ab
to authenticate bui | t in anti-counterfeiting
t echnol ogi es into the packagi ng.

The track and trace technol ogy that has
received the npst attention is radio frequency
identification attacks. Johnson & Johnson is
studying the use of RFID technology as part of its
total anti-counterfeiting arsenal. To that end, we
have been active in the Accenture Junp Start
Initiative to test the feasibility of RFI D
t echnol ogy.

And the technology has two separate

appl i cations. The first is an anti-counterfeiting
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mechani sm The second is a broader application for
use within the supply chain.

From an anti-counterfeiting
perspective, this technol ogy, we hope, would allow
us to get ahead of the counterfeiters sonmewhere
between 12 to 18 nonths. Aut hentication could be
done with hand- hel d readers by field-based
personnel, but the technology is at |east, at | east
18 to 24 nonths away from full inplenmentation. It
does not protect us from product entering from
outside the United States over the Internet. I n
fact, in order to conpletely safeguard our system

we'd literally have to put readers in the hands of

every end user. As long as there's an opportunity
to make noney, counterfeit drug will continue to be
an issue.

RFI D would make our current regulated
system safer, but it's not failsafe. It doesn't
provi de safeguards for product purchased over the
I nternet or product ordered overseas and shipped
t hrough the mail.

The second application of RFID within
the supply chain is at least five to ten years away
from full inplenentation, and only if the price
cones down on the chips and the antenna.

We have taken a nunmber of steps in the
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packagi ng of pharmaceutical products that wll
enabl e us and our custoners to nore easily detect
counterfeit products. By the end of this year, al
of our mjor pharmaceutical brands representing
approxi mately 80 percent of sales will have one or
nore anti-counterfeiting features built into the
packagi ng.

In concl usi on, we bel i eve t hat
inportation is neither a panacea nor a |long-term
solution to our country's need for neaningful and
af f ordabl e prescription drug coverage within health
i nsur ance. W | ook to Congress and the FDA to
continue to devise appropriate solutions to insure
t hat any nmedicinal products brought into the U S.
continue to pass the sane stringent saf ety
requi renents  of products currently nmade and
approved for distribution here.

| guess 1'd like to close with one
final statement. You certainly can |isten and take
in everything that the panel nenbers say and
provide you wth the information about t he
di fferent technol ogi es that are avail abl e.

I think it's also inportant that you
poll the people that work for you in the O fice of
Crimnal Investigation and ask them what their

opi nion would be if we were to open our borders up
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to 25 industrialized countries across the world. |
think that their comments would be in line with our
coments in that it would strike great fear in our
abilities to be able to protect the Anerican
publi c.

Thank you.

CHAI RMVAN CARMONA: Thank you, sir.

Qur next speaker, Ms. Panela WIIlianson
from Serono Labs.

MS. W LLI AMSON: Good afternoon. My
name is Panela WIIlianmson-Joyce, and |I'm Vice
Pr esi dent of Regul atory Affairs and Quality
Assurance for Serono.

Serono appreciates the opportunity to
provide coments to the Task Force on Drug
| rportati on.

Serono IS a gl obal bi ot echnol ogy
| eader, and in addition to being the world |eader
in reproductive health, Serono also has strong
mar ket positions in neurology, netabolism and
gr owt h. The conpany's research prograns are
focused on growing fees, busi nesses, and on
establ i shing new t herapeutic areas.

You'll hear sone simlar themes to ny
comments as you have from my coll eagues here at the

table this afternoon.
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Serono bel i eves t hat changes to
regul ati ons governi ng dr ug i nportation or
reinmportation have a significant potential to
increase safety risks for patients and consuners
due to the increased drug diversion and entry of
drugs that are counterfeit into the U S. nmarket.

Any perceived or potential cost of
savings for U S. consumers would be far outweighed
by the potential cost to patient safety, product
integrity, and confidence in the US. dr ug
di stribution system

During 2000, Serono detected what was
confirmed later to be a counterfeited version of
one of its products, Serostim Serostim is a
reconmbi nant human growt h hornone indicated for the
treatment of HIV patients with wasting cachexia
(phonetic), and it's admnistered by subcutaneous
i nj ection. As part of its wusual product support
services, Serono has a quality assurance group
t hat, anong ot her responsibilities, receives,
processes, and initiates investigations of any
technical conplaints regarding its products.

It's this group that in late 2000
received the first calls that alerted the conpany
to the potential existence of counterfeit product.

Callers reported that the vials of diluted, which
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is the sterile water for injection that is m xed
with the active drug ingredient, appeared to be
slightly under filled. A few of the callers also
reported sonme stinging and burning at the injection
site for one particular |ot nunber.

Per our usual procedures, replacenent
product was provided to the patients through their
pharmaci es, and we asked that the suspect product
be sent to us.

Upon receipt and visual inspection of
this mat eri al , it was determ ned that t he
guesti onabl e product was not Serono's product at
all, but rather a counterfeit product |abeled and
packaged to appear as Serostim The counterfeit
material made its way into the U S. retail drug
distribution system including your neighborhood
phar maci es.

Serono imediately notified the FDA's
Ofice of Crimnal investigations and nunerous
di scussions with various offices with FDA at the
| ocal, regional, and federal |evels followed.

Serono also on its own initiative
alerted pharmacists and drug wholesalers to the
counterfeit material and recomended that they
exam ne Serostim prior to dispensing to see if it

had a particular |ot nunmber or expiration date or
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other identifying features of the counterfeit
mat eri al

We al so infornmed physicians prescribing
Serostim and AIDS services organizations. W also
i ncluded press release on our Wb site, as well as
FDA's Wb site.

But because I ndi vi dual pati ent
information is not available to conpanies, we could
not conduct any outreach to patients directly.

In total, Serono has experienced three
di scoveries of counterfeit Serostim material. The
unusual circunstance with this product pronpted the
conpany to design a program that would secure the
integrity of Serostim wi thout jeopardizing patient
access.

The system is designed to tighten
control of distribution, to detect the entry into
our distribution system of counterfeit or diverted
product, and to allow for the tracking and tracing
of each individual box.

Serono undertook an intensive process
of designing what is known today as the Serostim
secured distribution program mking changes within
manuf acturing to add an additional bar code to the
product, including a unique nunbering system for

each and every box of Serostim
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In October 2002, this program was

rolled out through the distribution chains and to
i ncrease assurance that consumers who were
prescribed Serostim received the genuine FDA
approved product. Wth its tracking of each
prescription size packet of Serostim through a
controlled smaller network of pharnmacies, the
program provi des deterrence and val uabl e
intelligence for wuse in prosecution of those
i ndi viduals who may attenpt to m suse or m sdirect
t he product.

Serono has, in fact, responded to nmany
requests from l|aw enforcement to utilize the
tracking and tracing capabilities, to provide
information for use in ongoing investigations.

Serono also periodically nmonitors the
Internet for Web sites nentioning Serono products.

From tinme to time we have identified illicit
Internet activity related to our drugs where on-
| i ne pharmaci es are not appropriately |icensed and
are not in conpliance with state and federal
phar macy | aws. Vari ous of t hese | nt er net
pharmacies claim to offer Serono products. Yet
they are outside of our distribution system and
often +these products are not what they are

purported to be.
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We have issued cease and desist orders
and have alerted the FDA Ofice of Crimnal
I nvestigations as to our concerns about these
particular Web sites. In one exanple of illicit
Internet activity in 2003, Serono discovered that
Serono products were being offered for sale on
eBay. It is not possible to confirm whether
products are genui ne based on information posted.

Serono contacted eBay's General Counse
to request the immediate renoval of the posting.
eBay renmoved the listing for violation of their own
policy prohibiting the sale of prescription drugs,
and ultimately agreed to use technology filters to
prefer further posting of Serono products.

Serono does everything wthin its
reasonabl e span of control to assure patient safety
and product integrity and these additional steps
have been taken at our own initiative.

However, no such programs can Dbe
consi dered fool proof. Serono believes that
| oosening restrictions on drug inportation from
foreign sources would hinder our ability to carry
out track and trace prograns, such as the one that
we now have in place for Serostim

Qur program is focused on safety and

security within the U S Opening the borders to
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importation of products intended for distribution
el sewhere would render the program ineffective.
Change in current practice also changes the
dynam cs of drug distribution and raises new
incentives for illegal activities.

The Anmerican public relies on the U S.
Food and Drug Adm nistration (FDA) to insure that
the drug products in the U S. are proven to be both
safe and effective. The subsequent maintenance of
t hese dr ugs, noni t ori ng and post mar ket i ng
reporting, as well as security of the distribution
and supply chain are also of critical inportance.

FDA's standards for denonstration of
safety and effectiveness are rigorous, with
numerous regul ati ons covering the vast aspects of
drug devel opment and registration, including the
conduct of clinical trials in humans, processes and
facilities for product manufacture and testing,
product storage and therapeutic |abeling clains,
and instructions to physicians and patients which
provi de inportant information on the risks,
benefits, and use of any particul ar drug.

Such standards for product approval and
mai nt enance differ from country to country, as do
the nmechanisnms for distribution of product through

t he respective supply chains.
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Al t hough attenpts are underway to

harmoni ze certain technical conponents of product
registrations through the International Conference
of Harnoni zation, the reality is that there is no
common standard for judging the safety and
ef fectiveness of products on a worl dw de basis.

In fact, it is not uncommon for nmgajor
health authorities to disagree on the approvability
and/ or | abeling or drugs. W urge Congress and the
adm nistration to maintain current policy and take
steps to increase surveillance of comerce and
prescription drugs originating from foreign
sour ces.

I'd like to thank the Task Force for
the opportunity to provide these comments, which we
hope will be hel pful in your deliberations.

CHAI RMAN CARMONA: Thank you very nuch.

Qur next speaker, Captain Gor don
Johnston. Wl cone.

MR.  JOHNSTON: Thank you, M. Chairmn
and nmenbers of the Task Force.

My name is Gordon Johnston, and |'mthe
Vice President of Regulatory Affairs for the
Generic Pharmaceutical Association, and [|I'm the
former Deputy Director of FDA's Ofice of GCeneric

Dr ugs.
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On behalf of GPHA and its nmore than 140

menbers, | thank you for the opportunity to speak
t oday.

GPHA is here today because we share in
the public's concern about access to affordable
medi ci ne. FDA approved generics account for nore
than 51 percent of all prescriptions filled in the
United States. Yet generics represent |ess than
eight cents of every dollar consuners spend on
prescription drugs.

We believe that any long-term solution
to high prescription drug costs nust not sacrifice
safety or quality of our nedicines. Thus, GPHA
opposes the inportation of pharmaceuticals that
have not been under the regulatory oversight of
FDA. If we permt the inportation of unregul ated
prescription drugs, drugs that have not been FDA
approved, we wll, in effect, abandon the free
mar ket principles that we have been so instrunental
in allowing the generic industry to provide cost
effective prescription drugs.

More inportantly, inportation wthout
adequat e safeguards could shred the fabric of FDA's
safety net that has protected consunmers from the
entry of unregul ated drugs of questionable safety,

potency, and quality for nmore than 70 years.
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Today there's no system to detern ne
whet her inported drugs that are not FDA approved
meet the basic quality standards or whether they
are subpotent, inmproperly |abeled, contam nated or
counterfeit.

Sinmply put, wunless and until FDA has
sufficient oversight over all drug inportations and
t he necessary resources to enforce such oversight,
the nation's drug supply is vulnerable to the
influx of inferior and/or potentially dangerous
medi cati ons.

Furt her nore, the cost savings the
proponents suggest wll come from inportation of
drugs that are not FDA approved are questionabl e at
best. Several reports suggest that on average U. S.
generic drugs are nore affordable than Canadian
generi cs. I ndeed, it seens counterintuitive to
permt the entry of unregulated inports if there is
a |less expensive generic already available to
consuners here at hone.

At a mninmm unregulated prescription
drug inporters should be required to establish that
the proposed inported product has no |ower cost
generic equival ent approved in the United States.

Equal |y i mportant, unr egul at ed

inportation ignores the <cost to consuners of
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under m ni ng t he 180- day generic exclusivity
incentive, an incentive that is key to bringing
consuners accel erat ed access to af f or dabl e
medi ci nes.

In addition, inportation ignores the
potenti al costs associated wth the nedical
treatnment of consunmers who have obtained poor
qualities that don't work or subpotent or toxic.
It also ignores the cost of treating consuners
taking unregulated and inported drugs that are
improperly |abeled or not stored wunder proper
conditions during shipnment. And one of our other
speakers nentioned that as an exanpl e today.

Lastly, we have yet to determ ne the
costs to FDA approved i nport ed dr ugs of
i npl ementing an inport program for the non-FDA
approved drugs, whether an inportation system would
i npose additional needless requirenents or result
in a negative inpact on the availability of FDA
approved i nported drug products.

Additionally, we cannot predict how the
cost of such an oversight program will inpact the
future availability of FDA approved generic drugs
or the generic drug industry in the United States.

GPHA believes that the solution to high

prescription drug costs wll not be found in
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unregul ated foreign inports, but rather greater
utilization of FDA approved generic prescriptions.
There are tools available that help imediately
increase generic utilizations and savings, such as
educating consuners, physicians, and states about
generic avail ability, encour agi ng generic
substitution, enpl oyi ng benefit desi gns to
incentivize the use of generics and insuring their
timely market entry.

FDA plays an inportant role in assuring
that American consuners have access to generics.
Yet its Office of Generic Drugs wll receive no
addi tional funding this year. Meanwhile the nunber
of generic drug application continue to grow.

Congress and the adm nistration need to
i ncrease the resources necessary to approve generic
drugs nore efficiently and make generic approvals a
priority rather than creating an expensive new
regulatory schenme to nonitor the inportation of
unr egul at ed drugs.

Congress and the admnistration nust
also focus on establishing a definitive approval
process for generic versions of biopharnmaceuticals.

Last year biopharnaceuticals cost payers nore than
$21 billion. Generic versions of these products

woul d save billions of dollars each year.
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As Congress and the adm nistration
consider inportation of wunregulated drugs, GPHA
strongly encourages these parties to |look for
i nmedi ate solution in increased use of generic
medi ci nes and continue to assure the safety of our
national drug supply.

Thank you to the nmenmbers of the
comm ttee.

CHAI RMVAN CARMONA: Thank you, sir.

"1l open the floor now for questions
fromthe Task Force to our guests. Alex Azar?

MR. AZAR. M. Downey and M. Johnston
you both touched on this a bit, but 1'd like to see
if you could help us by elaborating on the issue of
exclusivity and protection of innovation under the
Hat ch- Waxman anmendnent to the Food, Drug and
Cosnetic Act.

As you know and as you spoke about a
bit, the Hatch-Waxman anendnment set up a very
del i cate bal ance between protecting innovation and
also allowing the entry of generic drugs and
conpetition into the market, and so there are
exclusivities, given the patent life. There are
ext ensi ons  of pat ent . There's orphan drug
exclusivity, pediatric drug exclusivity to foster

certain types of innovation and research that the
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Congress has found to be socially desirable.

There also are incentives to encourage
the first to file to get generics onto the narket
here in America, the 180-day exclusivity for the
first to file, the first to get approved.

If we have an inportation system from
ot her countries, how do you think that inportation
system would or should take account of these
bal ances of intellectual property and protections
of innovation that we have here in the United
St at es?

MR. DOWNEY: Well, | think we have in
the United States enacted |laws that provide these
i ncentives for innovation, and | don't think that
we should abandon them by inference by allow ng
inported products to eviscerate what's been
prom sed in ternms of the incentives.

Now, you have nentioned several of
t hem I think one of the problenms is | don't
believe there is a private right of action to
enforce these various exclusivities. So it would
have to be, if you were to have inportation, it
woul d have to be through the structure that the
governnment would i npose. There would be no way
t hat i ndi vi dual conpanies could assert those

exclusivities.
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So I think if you were to go that

route, you would have to very carefully honor the
congressi onal decision to provide the patent term
restoration, the pediatric exclusivity, the 180
days of exclusivity, the data exclusivity for
conducting clinical trials, the exclusivity for
orphan drugs, the exclusivity for new chem cal
entity that doesn't have patent protection.

So al | of t hese are I mport ant
i ncentives to innovation, and to throw them out on
the promse that the inportation would sonmehow
serve us better | think is unw se.

MR.  JOHNSTON: Yeah, | think the clear
nmessage with inportation would be a disincentive to
chal l enge patents and bring generic products to
mar ket earlier, and as you nentioned there has been
this delicate balance set up in the construct of
Hat ch- Waxman. This would certainly change the
dynami cs, and | think nuch to the disadvantage of
t he generic industry.

MR  AZAR: | think you and M. Downey
had both nmentioned that in Canada the generic
industry is not as robust as it is here in the
United States. The wuse of generics is not as
preval ent, and the pricing is not as conpetitive as

here in the United States.
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Could you talk a bit about to what

extent -- what causes that? s it the Canadian
pricing systenf Is it how they negotiate the
prices and set the prices for brand and generic
drugs? Is it intellectual property structures that
t he Canadi an system has?

VWhat |eads to this?

MR. DOWNEY: Well, there are several
t hi ngs. One, the way prices are set for generics
in Canada, the first generic in the market is to be
on the Ontario formulary. There is no national
system So Ontario takes the |ead. It has to be

priced at | east seven or no nore than 70 percent of

t he brand.

After a second generic cones to the
mar ket, that price level goes to 63 percent. They
call it the 70-90 rule. It's 70 percent off, 70

percent of the original brand, and then 90 percent
of the 70 percent.

And really, there are only two or three
generic conpanies that are active in Canada, as
contrasted to the United States where there are,
you know, dozens of wus, nuch nore market entry,
very nmuch faster here than you do in Canada. So
the dynamcs of the suppliers is different. The

price setting structure by the Canadi an gover nment
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is different, and the consequence of both of those
factors, generics end up |ess expensive here than
i n Canada.

MR,  AZAR: So is it fair to say that
t he Canadi an governnment suppression of brand drug
prices creates |less of an incentive for generics to
get into the market and hence | ess conpetition?

MR. DOWNEY: Absol utely.

MR, AZAR: And hence higher prices
because of |ess conpetition anongst generics?

MR. DOWNEY: Absol utely.

MR. AZAR. |If | could bother M. Downey
one nore tinme, excuse ne.

You nentioned also liability. Coul d
you talk from a CEO perspective running a
phar maceuti cal conpany what your concerns are about
liability with any inportation schenme?

And | think our other experts here who
spoke about counterfeit, you have issues of
counterfeit drugs being brought in and obviously
when a citizen takes their drug they don't always
retain the packaging and retain a sanple of the
product for counterfeit testing after the fact, and
al so the | abeling. We heard the story about the
Russi an | abeling comng into the country.

You have a duty to warn under Anerican
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common law, to warn the patient and warn the doctor
of the side effects, and it has to be in English
and has to be FDA approved.

MR. DOWNEY: Right, right.

MR. AZAR: Wth inmportation, could you
talk a little about the liability concerns and the
impact they could have on the pharmaceutica
i ndustry and on citizens?

VMR. DOWNEY: Well, sonmewhat specul ative
because we don't have that situation, but it would
be a very significant concern to us particularly if
the labeling in countries other that the United
States was by law required to be different there
than it is here, and so you could have product.
The product itself mght be fine, but it wouldn't
be properly | abeled for the United States, and that
could very well cause liability.

| would hate to think we had to defend
cases where soneone's counterfeit product harnmed a
patient and we were held accountable for that fact,
but it's not inpossible for nme to envision having
to defend such a case. | would hope it wouldn't
cone to pass, it very well coul d.

And | don't know whether that's covered
under our liability insurance, but | think ['1]I

check when | get back to the office.
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(Laughter.)

CHAI RMAN CARMONA: Ot her questions from
Task Force? Dr. Duke.

DR. DUKE: For M. Howell and M.
Theriaul t.

When vyou're describing the number of
instances in which you tracked counterfeit drugs
across international lines several tinmes in those
cases, could you describe the cooperation and help
you got from opposite nenber agencies in other
countries along this line?

MR. HOWELL: Most of our work in one of
our newest products has been outside the United

St ates because it was just recently approved in the

United States last fall. We have had sporadic
cooperation from various |aw enforcenent and
regul atory bodies around the world. Basically it

has been a ni xed bag.

We have had excellent cooperation with
FDA and OCl. They have even |ooked outside the
United States, but | would say that you're hit and
m ss overseas, and these groups purposely set
thenmselves up in certain countries where it may
take you two years to even have your case heard if
you're able to bring a |legal action.

So it is very difficult dealing in the
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worl d scheme with the international

MR. THERI AULT: And our experience has
been simlar to that. 1In fact, we had a major case
about three years ago where we purchased an anount
of counterfeit Viagra over the Internet, and as it
turned out, although the Web site appeared to be in
the U S., the guy was actually in Thailand, and we
made a nunber of purchases. We docunented the
counterfeit nature of the product.

And we went to the Thai national police
over there, and got very good cooperation from
them They actually arrested about a half a dozen
people, and in addition to seizing a fairly
substantial ampunt of counterfeit Pfizer products,
seized over two mllion counterfeit Valium tablets
in araid on one of their warehouses.

But it's very spotty. One of the
things that we've done recently is sign a
menor andum of wunderstanding with the Agency for
| ndustry and Commerce in Shanghai, and we've gotten
good cooperation both at the national and
provincial level in China in trying to deal wth
sone of the source producing and distributing
organi zati ons over there.

CHAI RMAN  CARMONA: Ot her questions?

Dr. MClellan.
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DR. M CLELLAN: | understand about the

concerns regarding counterfeit drugs and steps that
you all have outlined to deal with these
counterfeit threats, but several of you also nmade
the point that there are -- even if counterfeit can
be prevented, there are differences in the drug
products approved in different countries. As one
of you said, there's not an international standard
for ei t her the chem cal conposition or t he
bi oequi val ence testing or the labeling for drugs
approved in different countries.

Could you all coment a little further
on the extent to which that's a prevalent issue
where the drug approved in one country may not be
the sanme as the drug approved in another?

I know we have certainly sonme exanples
of where drugs approved in other countries are the
sane as FDA approved drugs, but there are a nunber
where that's not the case, too, | take it.

MR. DOVWNEY: I can give a great
exanple. W have tried to bring a generic Premarin
to market in the United States for ten years, and
finally the agency has decided it has to be nmade
from a naturally occurring source. I n Canada,
there is synthetic generic Premarin avail able and

has been for 20 years.
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So there is a case where our standard
has precluded a generic entry where it's permtted
i n Canada.

There are other differences in Canada.

There's a difference in how you supplenent vyour
application to change raw materi al suppl i ers.
There are differences in standards which you can
i npl ement unilaterally as opposed to what can be
i mpl enented with preapproval in Canada versus the
United States. There are quite significant
di ff erences.

CHAI RMAN CARMONA: Ot her questions from
t he Task Force? Yes, Dr. Crawford.

DR. CRAWFORD: | was going to ask M.
W Il ianmson.

You had tal ked about, pursuant to Dr.
McClellan's question, you had talked about |[|CH
devel opi ng st andards. If you could specul ate, how
woul d those be adopted by nmenmber countries? Wuld
that require sonme sort of formal process or would
sinply the I CH standards be advisory?

MS. W LLI AMSON: Well, | think it's
important to note that when we talk about |CH,
we're tal king about a series of guidances. So they
don't replace the regulations that are set in the

United States or in any other region.
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So essentially they are guidances that
are specific to very certain aspects of drug
registration and what is required to review those
regi strations.

However, the discretion still lies
within the specific region, whether it's the FDA or
t he European health comunity or Japan for making
the ultinmate judgnent based on the totality of the
information as to whether or not the standard has
been nmet for safety and efficacy in their area.

So it's inportant to note that | think
in ternms of insuring the |east anmobunt of redundancy
in some |evel of common standards, whether it's in
devel oping a particul ar assay or whatnot, but it is
hel pful to have these guidances, but they don't
replace the regulations that are rigorous here or
the judgnment of the nenbers of the reviewers of the
Food and Drug Admi nistration.

CHAI RVAN CARMONA: Questions? Oh, let
e see. We'll get Dr. O Gady now and then we'll
get Dr. Duke.

DR. O GRADY: I had a couple of
guesti ons.

M. Denpsey, you said in your testinmony
that you're getting at |least close, if you' re not

already there, with about 80 percent of your sales
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wi Il have sonme form of anti-counterfeiting measures
going on. | guess two questions related to that.

VWhat did that end up costing you? And
what percentage of the problem do you think you
covered by taking those steps?

MR. DEMPSEY: In terms of cost, we
don't put that nunber out. W don't quantify that
numnber . VWen we first |ooked at the issue in the
mar ketplace it was decided that we would npove
what ever the costs were going to be. So our
i mpl enrentation of our short-term brand security
program which included both overt and covert
features noved forward and cost.

To date we have never sat down and
quantified the entire cost of putting the security
nmeasures in place, although | wll say they are
si zabl e.

In terms  of the short-term anti-
counterfeiting technology, and | bel i eve your
guestion was how nmuch of that would it --

DR. O GRADY: Yeah. | mean, given how
much you've invested at this point to get to 80
percent of your products or of your sales, what
percentage of the problem do you think you' ve
covered? How nuch do you think you've been

successf ul at offsetting 50 percent of t he
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counterfeiting, 25, 75 percent? Do you have a feel
for effectiveness of the neasures?

VMR. DEMPSEY: | think it's inportant to
note that when you |look at anti-counterfeiting
technol ogy, you have both a short-term plan and a
|l ong-term plan, and our short term was what was
currently available in the marketplace, whether it
be color shifting ink that's used by the Treasury
Depart ment, tag-ins in the Security Inc.'s,
wat er mar ks, hol ograms, carton closure seals. Those
are all short-term things that you have to change
on a periodic basis in order to keep your plan
effective, the long term being radio frequency
identification tags, which | have to really
enphasi ze that that's further of f than was
present ed by t he earlier panel from our
perspective.

So in terms of did it cover the problem
and how nmuch did it elimnate, it's hard for me to
answer that because ny fear is that tonmorrow ||
get the phone call from the Ofice of Crimnal
| nvestigation, from Dave Bourn down in Mam, and
he says, "John, we've got a problem We found sone
product that we think is questionable."

So I'd like to think that we've made

our product very secure, but I'm also well aware
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that | could get a phone call tonorrow that would
indicate that there has been an issue that has been
uncovered that we have to investigate.

The fol ks that are out there doing this
counterfeiting are very sophisticated. They're
oftentines tied to organized crime, and where
there's noney to be made, they'll invest as nmuch as
they can as long as there's a return on their
i nvest ment .

And certainly the penalties in the
United States to date are mniml conpared to
penalties involved with the sale or production of
illegal drugs.

So I'm very concerned on a daily basis
that I'Il get that phone call.

DR. O GRADY: M. Theriault?

MR,  THERI AULT: Yeah. If | mght
conmment on that one, when you reviewed the Lipitor
case | cited, 18 mllion tablets recalled,
regardl ess of how much anti-tanpering or anti-
counterfeiting technology Pfizer mght have put
into its packagi ng and products, it would have been
entirely defeated because repackagers were all owed
to discard the original packagi ng and repackage the
pr oduct .

So what ever your investnment is, as |ong
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as repackaging is allowed can be def eated.

DR. O GRADY: Got you. All of you nake
a fairly conpelling case about the problem of
counterfeiting and how serious it can actually be.

At the same time |I'm not so sure that consuners
are particularly aware of this. Can any of you or
all of you give me a feel for what your conpanies
are doing to make the general public aware of the
sort of horror stories that you' ve told us today?

MR. DEMPSEY: From our standpoint, when
counterfeit product |abel with Procrit was first
identified, we worked in conjunction with FDA and
up on our Wb site imediately put out the
di stinguishing features between authentic product
versus counterfeit product, and above and beyond
that, linked to the FDA's Wb site so that the
consunmers who weren't aware of our Web site could
at least go to the FDA's Wb site.

In addition, we put together a, for
| ack of a better word, a brochure, a SlimJimthat
our sales force carried out to physicians, nurses,
case nmnagers, retail pharmacists that tal ked about
the issue of counterfeit drug in the marketplace,
what we as Otho-Biotech did in order to prevent
it, and we found that to be very effective.

But in terms of how nuch the general
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public is aware of it, | think as long as you
receive the solicitations to purchase drugs over
the Internet, the general public is going to
purchase those products.

We recently had an issue where a wonman
purchased Otho Evra, which is a contraceptive
patch, over the Internet, and when she got it, she
fortunately saw that it didn't |ook I|ike the
authentic patch that she had been using, and she
notified authorities.

And as it turns out, that product was
sourced from India and was purchased over an
Internet site that was |abeled as a Canadian
| nternet site. So no matter what you do, you can
do as much as you can with education, but as |ong
as these Internet solicitations continue to cone
in, people are going to purchase.

MS. W LLI AMSON: If | could just add a

couple of coments onto that, | think it's an
i nportant, very inportant observation because
unl ess you personally have been involved in

i nstances where you've had to namnage or deal wth
counterfeiting, the consuner -- and we're all
CONSUMEers; let's face it - - go into our
nei ghbor hood pharnmaci es believing that what we get

prescribed by our physicians is what we wll be
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recei ving.

In terms of consuner awareness, we
certainly have gone through the things that
outlined earlier in terns of posting things to Wb
sites, outreach to the community, press releases,
direct letters to pharmacists, wholesalers, and
what not .

But we also take the opportunity, such
as instances that we've got here today where,
whet her it's testifying on the part of a
prosecution that's being developed or providing
comments that are publicly available, we also do
t hat .

DR. O GRADY: | guess | would only as
followup say that <certainly you represent an
industry that is leading in ternms of conmunication
to the public, and this seenms a fairly inportant
topic to add to your comruni cation pl ans.

Could I ask a question of M. Johnston,
pl ease, having to do with a nunmber of things you
br ought up?

I mean, this whole discussion of
i nportation probably wouldn't even be going on if
prices between different countries were a little
nmore simlar. Do you see that in ternms of when we

t hink about generics and sone of the discussion
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that went on about price differentials that if
there was an inportation schene that was sort of
fully inplemented at this point that there would --
given how much generic substitution goes on in
current Anmerican health plans and whatnot, would
you expect there to be nmuch of an effect of
importation in terms of the use of generics in the
United States?

MR,  JOHNSTON: Let nme clarify that.
You' re suggesting that if generics from outside the
country were permtted to be inported, what inpact
t hat woul d have?

DR. O GRADY: O even -- and | don't
want to put words in the mouth of the discussion
that went on before, but the thread of what | got
where you have a price control over a brand nane,
that there's less sensitivity, | nmean, that there's
not much in it for the consumer to shop for
generics and whatnot if the price has Dbeen
suppressed on the brand name drug.

And there are sonme exanples, | think,
from M. Downey's where he | ooks at Gernman prices
and they are fairly close.

So | guess what |'m wondering about is
when we think about the things that can go on to

reduce t he aver age American's spendi ng on
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prescription drugs, one of the things that
certainly American health plans currently turn to
is generics and the use of generic substitution in
their benefit design and other issues |like that.

So | guess one of my questions was if
we thought you went to sonething that was an
i nportation schene, given health plans' current
heavy encouragement of generics, what would we see
in ternms of -- I mean, how nmuch savings would we
actually see or wuld things -- we're already
tal ki ng about donestic generics that are cheaper
than inported generics, and sort of where are --
are there savings involved in inportation if we're
al ready tal king about -- 1 forget. Sonmeone el se
used the percentage of what percentage of drug
spend is in generics at this point.

VMR. DOWNEY: Ei ght percent.

DR. O GRADY: Eight percent?

MR. DOWNEY: No, nore than that

PARTI ClI PANT: Fifty percent of the
scripts.

DR. O GRADY: More than half of
prescriptions.

MR. DOWNEY: Right.

DR. O GRADY: But it's less --

MR. DOVWNEY: Than ten percent of
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dol | ars.

DR. O GRADY: O dollars.

MR. DOVZNEY: So there's very
substanti al savings, as you can see.

MR, JOHNSTON: Yeah, | think the
conpetition in the U S. marketplace anong generics
wll <certainly drive the cost of any eligible
generic product down substantially. FDA typically
approves for a blockbuster brand drug eight, ten,
12 products when the patent expires. So there is
very significant price erosion.

The one thing that we didn't touch on
t hough that | would like to just bring out is that
the U S. has a very strict scheme for approving
generic drugs. They have to follow a very rigid
approval process and denonstrate bioequival ence to
the U. S. marketed brand product.

Now, | think that's very inportant when
we think about a nore w de-open schene. If you
bring in a generic from England, from Gernmany, from
| ndi a, those aren't tested against the U S.
mar ket ed product. So if you bring in the brand, |
think, patients and health care practitioners m ght
assume that they are bioequivalent and can be
readily interchanged brand from England for the

U S. brand, brand from I ndi a.
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Well, in fact, they may have different

characteristics, and when you think about it in
terms of anticoagulant or other narrow therapeutic
drug, you certainly will have w de variation and
potentially cause the patient harm because of this
type of interchangeability that is not controlled
as we have now in the U S

MR. DOWNEY: In some places it's not
even proven. The same standards don't apply.

DR. O GRADY: Ckay. You bring up a
point in your testinmony about $21 billion in
bi otech right now.

MR. DOWNEY: Yes.

DR. O GRADY: And | guess | was
wondering can you be any nore specific of if there
was a generic parallel there of what you think
t hose savi ngs woul d be?

MR.  JOHNSTON: Well, | think right now
it's speculation because we don't have that
abbreviated process, but clearly if the Hatch-
Waxman paradigm is any indicator, we would have to
believe there would be significant savings in the
bi ophar maceuticals as well.

MS. W LLI AMSON: May | add a comment to
t hat ?

DR. O GRADY: Sur e.
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MS. W LLI AMSON: | would just like to

add that with respect to the biotech products, what
was nmentioned earlier in ternms of testing and the
difficulties in testing, that's conpounded when
you're tal king about biologics and proteins that
are manufactured using recomrmbi nant DNA technol ogy.
So it becones even nore of a challenge to
denonstrate conparability or bioequival ence.

CHAI RMAN CARMONA: M. Azar?

MR,  AZAR: I just had one additional
question for M. Downey. One thing that | was
struck by at the last hearing that we had where the
consunmer groups testified before wus was that
everybody seened to be in agreenent that any drugs
t hat come into this country under a |egal
inportation scheme should nmeet the FDA's gold
standard, the conprehensive regulatory reginme that
you referred to in your remarks, and that includes

manuf acturi ng, good manufacturing practices at the

manuf acturer's site, whi ch i ncl udes t he
di stri bution, control over t he di stri bution
mechani sm and the labeling and the product

conposi tion.
To what extent, if a reginme is set up
by Congress for the legal inportation of drugs, to

what extent does the success of that depend on the
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voluntary cooperation of manufacturers in their
foreign manufacturing facilities, the cooperation
of foreign distributors, foreign pharmacies in
conplying with this donestic regulatory regine in
order to insure that whatever would be inported
woul d nmeet the FDA gold standard?

VMR. DOWNEY: Well, | think the way to
do that is what we're doing now, directly require
foreign conpanies that want to conpete in the
United States to undergo an NDA/ ANDA process.
Absent that review and the <control over that
entity, | don't see how the agency can regulate it.

MR AZAR: But | think that we have
seen from sone of the drug conpanies that have
actually restricted the sale of drugs into Canada
and fromthe remarks of many of you today, that the

inportation into the United States of Canadian

price controlled drugs -- |I'm just using Canada as
one exanple -- is not sonmet hing that you
necessarily would want to be -- that you're saying

you're in favor of and would want to support.

So to what extent would it require that
conpanies |like yours, United States conpanies, that
you essentially be co-opted and cooperate in a
system to inport price controlled drugs into the

United States?
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VMR. DOWNEY: well, we do very little

busi ness in Canada, and | don't think we would
expand it if | thought that price controls would be
exported back to the United States.

I don't know if that answers your
guestion, but | think it's legitimte for conpanies
in the United States to say, "W aren't going to
play in that game."

| actually think that what we should be
doing as a country is wurging other countries to
elimnate their price controls so they pay their
fair share of the R&D budget in the United States.

It should be going the other way.

MR, AZAR: Do the representatives of
any of the other conpanies that have maybe a | arge
international presence, if you'd like to chine in
there in terms of if you're at Pfizer, for instance
and you've got a foreign manufacturing facility?
Presumably you'd need to consent to l|let our FDA
inspectors go in currently for drugs that you ni ght
manuf acture abroad and send to the United States
under an NDA

You agree to have us cone into your
facility for inspection. You manufacture according
to good manufacturing practices. You get it back

into the country through very tightly controlled
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di stribution systens. Presumably it would require
that vyou all agree to an expansion of our
regul atory reach within your manuf act uri ng

facilities and that you'd have to cooperate, right?

VR. DEMPSEY: Yes, | believe that's
correct.

MR,  AZAR: Is that something you all
woul d do?

MR. DEMPSEY: It's being ny area of

responsibility.

MR. SACHDEV: Com ng back to the thene
of counterfeit because it's <clearly sonething
that's prevalent in all of your testinony, M.
Theriault, you nmentioned in your testinmony that you
had many exanples of counterfeits of the Pfizer
product s i ncl udi ng Viagra and Li pitor from
countries all over the world, including | think you
said Thailand and China wth schemes where the
active ingredients are being produce in one
country, the labeling is being produced in another
country.

That seenms to indicate that there's a
pretty sophisticated operation going on.

We have heard from some others that
this is primarily a problem overseas and not

necessarily a problem I think in your witten
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statenent you talk about counterfeiting in Canada
in particularly with regard to Viagra in a case
t hat you uncovered | ast year

Can you elaborate on that <case, in
particul ar?

MR. DEMPSEY: We did devel op one case
in Canada. In fact, the RCMP and the Drug
Enf or cement Adm ni stration together | ocated a
Viagra manufacturing facility in Quebec.

But that was a fairly small operation.

What | think we'd Ilike to convey wth the
testimony is that this is not really a schene
anynmore. This is not a small activity that's being
engaged in pockets here and there. This has becone
a very, very big business involving organized
crinme, i nvol vi ng i nt ernati onal di stribution
networks, and yes, the Lipitor case is a good
exanpl e.

You know, you had APl that was inported
into Cost a Rica from Swtzerland, pr obabl y
originated in India. You had punches and dies that
cane from the United States, and you had the
pr oduct manuf act ur ed in t he Cari bbean and
di stributed throughout the United States, 18
mllion tablets.

We see simlar operations in Asia where
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the product is produced in China. The packaging is
out of Korea in some cases. The distribution cones
out of Hong Kong and Tai wan. You're not dealing
with small, little pockets of crimnal activity.
You're dealing with real serious organized crine.

MR. SACHDEV: Putting aside whether or
not we recommend or Congress decides to |egalize
i nportation, when you have a situation or you have
bought Lipitor that has comm ngled product, sone of
it with active ingredient, some of it conpletely
counterfeit, and some of it actual product, what
kind of steps are your conpanies taking to try to
conbat that type of counterfeiting?

MR. DEMPSEY: Well, we're doing all of
the anti-counterfeiting things in packaging and in

the product that, you know, nmy Johnson & Johnson

col | eague nenti oned. We're at a disadvantage if
you will when you can take our packaging, discard
it, t ake our pr oduct, comm ngl e it wi t h

counterfeits, put it in your own package, and then
distribute it.

And there was a question to the
previ ous panel about testing and the cost of
testing and that sort of thing. You think about
this. Six hundred thousand, 30 count Lipitor

bottles distributed in the United States. If you
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wanted to be 100 percent sure that there was no
counterfeit in there, you would have to test every
one of those 18 mllion tablets.

You know, it's a conplex problem and I
think the conpanies are doing everything they
possi bly can to conmbat it, but | think the current
system is being played by people who are naeking a
| ot of nmoney on counterfeit and diverted product
ri ght now.

MR.  SACHDEV: Just one nore follow up
gquestion on that. Several of you, including Ms.
WIliamson, mentioned the Internet and | think you
mentioned the eBay site. Can any of you
characterize the extent to which you think
counterfeiting is being facilitated by the Internet
operations versus maybe other, nore traditional
outl ets?

MR,  HOWELL: Well, in our experience
the distribution via the Internet negates any anti -
counterfeiting technology a conpany woul d choose to
apply. It's a direct distribution into the
country, and it's unregul at ed.

A very great concern. So we all are
participating in the wvarious anti-counterfeiting
technologies and 1looking for the future, both

short-term and long-term as we have heard here
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today, but there are elenments of this distribution
by design to reach consuners w thout going through
anyone with a scanner, a wand, or any way to
aut henticate the product.

MS. W LLI AMSON: | would just like to
add since you nmentioned that exanple that consuners
nore and nore these days are using the Internet for
an abundance of things, and | think it's very
inportant to really put out the buyer beware
nessage because as sone of the people at the panel
here nentioned, what nmay appear to be a Wb site
that's in the United States or Anmerican product,
you can find could be sonething that's actually
| ocated 5,000 mles away in circunstances for which
can't be controlled, and at the point where the
consumer realizes that mght be before they take
the product or it mght be after they take the

product, and at that point it's a little too |ate.

CHAI RMAN CARMONA: thank you.

CHAI RMAN CARMONA: | have just a quick
guestion nore gl obally. You know, the premse is
that we have the npbst sophisticated, robust system
in the world to insure integrity of our products
and authentication of those products, and yet it

seens that very learned individuals, both with the
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sci ence technol ogy, those in law enforcenent
backgrounds and such, are challenged every day to
stay abreast with our adversaries who continue to
provi de counterneasures against everything we do
because of the level of sophistication that they
have.

So in chasing the Holy Gail of
inportation and whether we could every do it
safely, the question | would pose to you is: is it
reasonable to think that we could get to the point
where we would have a cost effective system
devel oped that would insure the protection of all
products that would be inported and ultinmately go
to the Anerican public?

IVS. W LLI AMSON: Based on t he
information that we have available today, | think
it would be difficult to imgine that w thout the
varied issues that have conme up, al | bei ng
addressed. And in doing so, certainly it would be
extrenely challenging to insure that you could do
t hat 100 percent.

MR. DEMPSEY: | would just add to that
that we have a controlled, regulated system now in
the United States, and | ook at where we're at.

CHAI RMVAN CARMONA: Exactly.

VR. DEMPSEY: | don't know how we coul d
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do it. RFID is appealing, but it took us 18 nonths

to put a chip and antenna on a vial. In order for
RFID to be effective you'd have to put it on each
i ndi vidual unit of use. W're a ways away.

CHAI RMAN CARMONA: Well, | appreciate
your candor. Any other comments to that?

I mean, it's certainly a concern of
m ne that we are pushing the limts of technol ogy,
and even with technol ogy considering the potenti al
use cost of trying to inplement such a system and
then with all of that being done, can we step back
and have the Secretary in our case at HHS be able
to insure the American public that all products are
now safe?

Okay. Ot her questions from our Task
Force nembers?

(No response.)

CHAI RMAN CARMONA: If not, that wll
conclude our deliberations today. Thank you so
much for coming to us and educating us and spendi ng
the time with us. We really appreciate that.

Thank you.

We' Il stand adj ourned.

(Wher eupon, at 4:30 p.m, the neeting

in the above-entitled matter was concl uded.)
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